ue 


THURSDAY,  JUNE  19,  1975 
WASHINGTON,  D.C. 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 


Food  and  Drug  Administration 


NATIONAL  SHELLFISH 
SAFETY  PROGRAM 


Proposed  Rulemalcins 


25916 


PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Parts  950.  951, 952  ] 

[Docket  No.  75N-0076] 

NATIONAL  SHELLFISH  SAFETT  PROGRAM 
Notice  of  Proposed  Rule  Making 

The  Conunlsfiloner  of  Pood  and  Drugs 
is  proposing  regulations  to  ens\u«  the 
safety  and  wholesomeness  of  fresh  and 
frozen  molluscan  shellfish  (oysters, 
clams,  and  mussels)  sold  in  Interstate 
commerce.  The  proposal  is  designed  to 
maintain  and  strengthen  the  volimtary 
50-year-old  National  Shellfish  Sanita¬ 
tion  Program  imder  which  the  Federal 
(jovemment,  the  States  and  the  Industry 
cooperate  to  ensiu'e  safe  and  wholesome 
shellfish.  The  proposed  regulations  would 
formalize  the  procedures  imder  which 
the  existing  program  has  been  operating, 
and  make  them  nationally  uniform. 
They  would  define  ttie  scope,  require¬ 
ments,  and  responsibilities  of  the  State 
and  F^ederal  governmental  agencies  in¬ 
volved.  The  proposal  is  intended  to  sat¬ 
isfy  title  needs  for  procedural  and  other 
Improvements  in  the  existing  shellfish 
control  program  as  identified  by  surveys 
conducted  by  the  Food  and  Drug  Admin¬ 
istration  and  the  General  Accounting 
Office.  Ccxnments  cm  this  proposal  are 
sought  from  Interested  persons  by  Oc¬ 
tober  17,  1975. 

As  announced  in  a  notice  published  in 
the  Federal  Register  of  December  13, 
1973  (38  FR  34353),  the  Commissioner 
made  available  to  State  shellfish  control 
authorities,  the  shdlfish  Industry,  and 
other  interested  persons  copies  of  a  draft 
of  a  proposed  regulation  on  current  good 
manufacturing  practices  for  the  process¬ 
ing  of  oysters,  clams  and  mussels.  The 
period  of  public  comment  initially  was 
set  for  60  days  and  extended  for  an 
additional  30  days  in  the  Federal  Reg¬ 
ister  of  February  8,  1974  (39  FR  4935), 
at  the  request  of  the  States  and  the  In¬ 
dustry.  Comments  received  are  on  file  in 
the  office  of  the  Hearing  Clerk.  All  c(xn- 
ments  received  were  reviewed,  and  the 
revision  of  the  draft,  which  appears  as 
Subpart  C  of  Part  952  of  these  proposed 
regulations,  r^ects  consideration  of 
those  comments. 

The  Food  and  Drug  Administration 
has  evaluated  the  cmiditlons  under 
which  molluscan  shdlfish  products  are 
grown,  harvested,  transported,  processed, 
and  distributed  for  human  consumption. 
S<Hne  of  these  products  are  grown  and 
packaged  imder  Inadequate  sanitary 
conditions.  Ihe  Food  and  Drug  Adminis¬ 
tration,  coc^ierating  State  shellfish  regu¬ 
latory  agencies,  and  Industry  assocla- 
ticms  are  seeing  to  Improve  the  sanitary 
practices  of  the  Industry  to  ensure  that 
molluscan  shellfish  are  produced  under 
adequate  sanitary  conditions  and  are 
safe,  pure,  and  wholesome. 

The  molluscan  shellfish  referred  to 
and  Included  In  this  proposal  are  from 
the  order  Pelecypodae,  which  Includes 
about  15,000  qiecies  classified  into  ap¬ 
proximately  70  families.  Most  mollusks 


live  in  the  sea  or  coastal  regions,  al¬ 
though  about  one-fifth  are  fresh  water 
Q>ecles.  The  United  States  commercial 
molluscan  shellfish  Industry  utilizes  spe¬ 
cies  that  grow  and  reproduce  in  the 
coastal  zone  region  or  estuaries,  except 
for  two  Atlantic  continental  shelf  spe¬ 
cies,  the  surf  clam  and  mahogany  qua- 
hog.  All  species  of  scallops  from  the 
family  Pectinidae  are  excluded  from 
these  proposed  regulations.  Many  of  the 
common  commercial  species  of  edible 
molluscan  shellfish  of  special  public 
health  concern  are  as  follows ; 

Common  Name  and  Scientific  Name 

Cockle,  CliTMcardium  nuttalli. 

Oeoduck,  Panope  generosa. 

Fresh  water  clam,  Rangia  cuneata. 

Soft  sheU  clam,  Mya  arenaria. 

Hard  (quahog)  clam,  Mercenaria  merce- 
naria  and  Mercenaria  campechiensis. 

Surf  clam,  Spisula  solidissima. 

Mahogany  quahog  (clam),  Arctica  islan- 
dica. 

Oaper  clam,  Tresus  nuttalli. 

Raxor  clam,  Solen  resaceus,  Ensis  directus, 
Solen  viridia,  Tangelus  plebeius  and  Siliqua 
patula. 

Bent-nose  clam.  Macoma  nasuta. 

Plsmo  clam,  Tivela  stultorum. 

Butter  clam,  Saxidomus  giganteus. 

Calico  clam.  Macrocallista  maculata. 

Sunray  venus,  Macrocallista  nimbosa. 

Pacific  llttleneck  clam,  Protothaca  tener- 
rima,  Protothaca  staminea,  and  Protothaca 
lacienata. 

Manila  clam.  Tapes  semidecussata. 

Pacific  (Japanese)  oyster,  Crassostrea  gi- 
gas. 

Eastern  oyster,  Crassostrea  virginica. 

Olympia  or  yaqulna  oyster,  Ostrea  lurida. 

European  oystw,  Ostrea  edulis. 

Blue  or  bay  mussel,  Mytilus  edulH. 

California  sea  mussel,  Mytilus  California^ 
nus. 

Shellfish  (oysters,  clams,  and  mus¬ 
sels)  ,  if  contaminated,  present  a  poten¬ 
tial  health  hazard  to  the  consumer  be¬ 
cause  (1)  of  the  shellfish’s  ability  to 
filter  and  concentrate  pathogenic  micro¬ 
organisms  and  toxic  substances  present 
in  Uie  environment,  (2)  the  environment 
in  which  shellfish  grow  is  almost  uni¬ 
versally  subject  to  some  degree  of  domes¬ 
tic,  industrial,  or  animal  pollution,  (3) 
shellfish  are  packed  whole  and  alive  and 
are  often  consumed  either  raw  or  only 
partially  cooked,  (4)  deleterious  sub¬ 
stances  can  be  Introduced  into  the 
shucked  meats  due  to  the  nature  of  the 
shucking  process,  and  (5)  raw  shellfish 
packed  and  held  under  inadequate  refiig- 
eratlcm  can  provide  an  excellent  growth 
'  medium  for  bacteria.  In  order  to  provide 
adequate  consumer  protection  and  mini¬ 
mize  potential  health  hazards,  sanitary 
controls  in  the  shellfish  Industry  must 
begin  at  the  growing  area  and  continue 
through  all  aspects  of  harvesting,  proc¬ 
essing,  packaging,  storage,  and  distri¬ 
bution. 

Shellfish  can  transmit  Infectious  hep¬ 
atitis  viruses,  typhoid,  cholera,  certain 
forms  of  bacteria  that  can  cause  gastro¬ 
enteritis,  and  toxic  chemicals  such  as 
mercury,  pesticides,  and  certain  marine 
biotoxi^.  Recent  Incidents  in  the  South¬ 
eastern  United  States  demonstrate  the 
presence  of  this  hazard.  Over  400  per¬ 
sons  in  the  Southern  United  States  con¬ 


tracted  infectious  hepatitis -from  eating 
oysters  during  September  and  October 
1973.  Four  persons  in  Florida  suffered 
shellfish  poisoning  in  November  1973,  as 
a  result  of  gathering  and  eating  clams 
that  were  contaminated  with  toxic  dino- 
flagellates.  These  marine  algae  are  as¬ 
sociated  with  the  red  tides  that  cause 
fish  kills  along  the  Florida  Gulf  Coast. 

The  experience  with  two  1972  para- 
lytic-shellfish-poison  outbreaks  in  New 
England  and  the  Pacific  Northwest  shows 
that  shellfish  move  very  widely  and 
quickly  in  interstate  commerce.  In  New 
England  there  were  34  cases  and  two 
persons  were  hospitalized.  In  a  matter  of 
2  weeks  suspected  lots  had  been  distrib¬ 
uted  to  consignees  in  over  45  States, 
CTanada,  and  Puerto  Rico.  A  report  of  the 
New  England  outbreak  is  on  display  at 
the  office  of  the  Hearing  Clerk,  Rm.  4-65, 
Food  and  Drug  Administration,  5600 
Fishers  Lane,  Rockville  MD  20852.  With 
modem  refrigeration  and  distribution 
systems,  fresh  shellfish  can  reach  any 
United  States  retail  market  in  a  few 
hours  and  no  longer  than  a  few  days. 
Fr^h  oysters,  clams,  and  mussels  are 
a  highly  perishable  product  and  require 
better  quality  controls  than  are  now  pro¬ 
vided  by  some  states  and  localities. 

The  primary  hazard  to  the  consumer 
present^  by  ^ellfish  relates  to  the  qual¬ 
ity  of  the  growing  water  in  which  they 
are  grown.  Shellfish  pump  vast  quantities 
of  water  through  their  bodies  as  an  es¬ 
sential  part  of  their  life  process.  In  this 
process  they  accumulate  and  concentrate 
microorganisms,  chemicals,  and  heavy 
metals  from  their  marine  environment. 
If  they  are  exposed  to  wrater  polluted 
with  human  and  animal  wastes,  they 
may  become  agents  of  gastroenteric  dis¬ 
eases. 

Since  people  frequently  eat  raw  or  par¬ 
tially  cocked  shellfish,  a  health  hazard 
may  be  present  if  shellfish  are  harvested 
from  contaminated  waters.  Even  in  cases 
where  shellfish  are  fully  cooked,  the  pres- 
«)ce  of  marine  biotoxins  can  result  in 
shellfish  poisonings. 

In  the  late  19th  and  early  20th  century. 
United  States  public  health  authorities 
noted  a  large  number  of  illnesses  asso¬ 
ciated  with  the  consumption  of  raw  oys¬ 
ters,  clams,  and  mussels.  These  shellfish- 
associated  outbreaks  were  also  medically 
recorded  in  other  parts  of  the  world,  most 
notably  in  European  countries.  During 
the  winter  of  1924,  there  occurred  a  wide¬ 
spread  typhoid  fever  outbreak,  with  cases 
in  New  York,  Chicago,  and  Washington, 
DC,  which  was  finally  traced  to  the  con¬ 
sumption  of  sewage-contaminated  oys¬ 
ters.  Local  and  State  public  health  offi¬ 
cials  and  the  shellfish  Industiy  became 
sufficiently  alarmed  over  this  outbreak 
to  request  that  the  Surgeon  General  of 
the  United  States  Public  Health  Service 
devd(^  necessary  control  measures  to 
ensure  safe  shellfish  to  the  consuming 
public. 

In  ac(x>rdance  with  this  request,  the 
Surgem  General  called  a  conference  of 
representatives  from  State  and  municipal 
health  authorities.  State  conservation 
commissions,  the  Bureau  of  Chemistry 
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(later  to  become  the  Food  and  Drug  Ad¬ 
ministration) ,  the  Bureau  of  Fisheries 
(now  National  Marine  Fisheries  Service) 
and  the  shellfish  industry.  This  historic 
conference  was  held  in  Washington,  DC, 
February  19, 1925,  and  a  copy  of  the  con¬ 
ference  proceedings  is  on  file  with  the 
Hearing  Clei^. 

The  conference  developed  eight  resolu¬ 
tions  for  permanent  sanitary  control  of 
the  oyster  Industry.  These  resolutions 
were  recorded  as  follows: 

Resolutions  Adopted  by  the  Conference  on 
Shellfish  Polution,  Washington,  DC,  Feb.  19, 
1025. 

Dr.  Evans’  Resolution: 

Resolved,  That  in  the  interest  both  of  our 
public  health  and  of  our  food  industries, 
and  in  order  to  reestablish  the  confidence  of 
the  people  in  shelfish,  provision  should  be 
made  at  the  earliest  possible  date,  certainly 
before  March  4,  1926,  for  more  nearly  ade¬ 
quate  official  sanitary  supervision,  regulation 
and  protection  of  the  industries  engaged  in 
the  production,  preparation  for  sale,  and 
the  distribution  in  traffic  of  all  sheUfish  and 
other  foods  which  are  frequently  eaten 
without  being  cooked. 

Resolutions  Adopted  as  a  Basis  for  Per¬ 
manent  Oyster  Control: 

1.  The  beds  on  which  shellfish  are  grown 
must  be  determined,  inspected,  and  con¬ 
trolled  by  some  official  state  agency  cmd  the 
U.S.  Public  Health  Service. 

2.  The  plants  in  which  shellfish  are  shucked 
or  otherwise  prepared  or  packed  by  the  ship¬ 
per  must  be  Inspected  and  controlled  by  some 
official  state  agency  and  the  U.S.  Public 
Health  Service. 

3.  The  freedom  from  t3l>hold  bacilli  of  the 
workers  who  handle  shellfish  must  be  deter¬ 
mined  by  some  official  governmental  agency. 

4.  FaiUng  to  secure  sufficiently  high  stand¬ 
ards  to  protect  the  people  as  regards  beds, 
floating  and  plumping  practices  and  methods 
of  shucking  or  other  methods  of  preparation, 
a  satisfactory  practical  method  of  pasteuriza¬ 
tion  or  other  beat  treatment,  or  chemical,  or 
biological  method  which  produces  satisfac¬ 
tory  results,  must  be  installed  and  operated 
under  proper  governmental  supervision. 

5.  There  must  be  such  governmental  super¬ 
vision  and  such  trade  organization  as  will 
make  plain  the  source  of  shellfish  and  will 
prevent  shellfish  from  one  source  being  sub¬ 
stituted  for  those  from  another  source.  This 
will  be  chiefly  a  problem  of  the  individual 
state. 

6.  Tlie  methods  of  shipping  must  be  super¬ 
vised,  Inspected,  controlled  and  approved  by 
the  proper  official  federal  and  state  agency. 

7.  The  methods  of  storing,  displaying  for 
sale  and  dispensing  miist  be  determined,  in¬ 
spected  and  controlled  by  the  proper  state 
or  city  agency. 

8.  The  product  must  conform  to  an  estab¬ 
lished  bacterial  standard  and  must  meet  fed¬ 
eral,  state  and  local  laws  and  regulations 
relative  to  salinity,  water  content,  food  pro¬ 
portion  and  conform  to  the  Pure  Food  Laws 
standards. 

The  conference  also  established  a  com¬ 
mittee  to  develop  further  necessary 
guidelines  and  recommend  control  prac¬ 
tices  for  the  sanitary  control  of  the  shell¬ 
fish  industry. 

The  basic  concepts  in  the  formation  of 
the  National  Shellfish  Sanitation  Pro¬ 
gram  (NSSP)  were  reiterated  by  the  Sur¬ 
geon  General  In  his  letter  of  August  12, 
1925,  to  State  health  officers  and  all 
others  concerned,  a  copy  of  which  is  on 
display  in  the  office  of  the  Hearing  Clerk. 


This  letter  set  forth  the  following  under¬ 
standings: 

1.  The  Public  Health  Service  considers  that 
the  responsibility  for  the  sanitary  control  of 
the  shellfish*  Industry  rests  chlefiy  upon  the 
individual  states;  and  that  the  requisite  co¬ 
ordination  and  uniformity  of  control  may 
best  be  achieved  by  mutual  agreement  among 
the  states,  with  the  assistance  and  coopera¬ 
tion  of  the  Public  Health  Service  and  of  the 
Committee  appointed  by  the  conference  of 
February  19, 1926. 

Since  each  state  already  has  full  jurisdic¬ 
tion  within  its  own  territory  and  either  has, 
or  may  easily  provide  the  necessary  statutes, 
administrative  agencies,  and  organization  for 
carrying  on  within  its  own  area  all  control 
measures  which  may  reasonably  be  required, 
the  above  plan  should  be  feasible  for  imme¬ 
diate  operation. 

2.  In  accordance  with  this  principle.  It  is 
considered  that  each  producing  state  is  di¬ 
rectly  responsible  for  the  effective  regulation 
of  all  production  and  handling  of  shellfish 
within  its  conges,  not  merely  for  the  pro¬ 
tection  of  its  own  citizens,  but  equally  for 
safeguarding  such  of  its  product  as  goes  to 
other  states;  and  it  seems  proper  that  the 
producing  state  should  clearly  recognize  its 
responsibility  for  the  safety  of  the  shellfish 
shipped  into  other  states  by  Issuing  a  “cer¬ 
tificate”  covering  the  product. 

3.  In  order  that  each  state  may  have  full 
information  concerning  the  measures  carried 
out  in  other  states,  the  Public  Health  Service 
will  undertake  systematic  surveys  of  the 
machinery  and  efficiency  of  sanitary  control 
as  actually  established  in  each  producing 
state,  and  will  rep^t  thereon  for  the  infor¬ 
mation  of  the  authorities  of  other  states. 
Such  reports  will  Include  not  merely  a  svun- 
mary  of  facts,  but  also  an  expression  of 
opinion  as  to  whether  the  control  exercised 
in  each  producing  state  is  actually  efficient 
and  reliable.  It  is  believed  that,  in  addition 
to  furnishing  valuable  information,  these 
reports  will  have  an  Important  infiuence  in 
stimulating  the  development  of  better  sani¬ 
tary  control  and  in  promoting  substantial 
uniformity  on  a  higher  plane. 

The  officers  of  the  Public  Health  Service 
assigned  to  this  survey  work  will  assist  the 
state  agencies  in  determining  their  sanitary 
problems,  in  formulating  plans  for  adequate 
sanitary  control,  and  in  making  actual  sani¬ 
tary  surveys  as  far  as  practicable. 

In  accordance  with  a  cooperative  agree¬ 
ment  between  the  Public  Health  Service  and 
the  Bureau  of  Chemistry,  the  Public  Health 
Service  will  furnish  the  Bureau  of  Chemistry 
information  regarding  insanitary  shucking 
houses  and  shellfish  growing  areas  in  order 
that  interstate  shipments  may  be  dealt  with 
as  heretofore  under  the  Federal  Pure  Food 
and  Drugs  Act. 

4.  In  addition  to  Uie  above,  the  Public 
Health  Service  will  continue  to  extend  the 
services  which  it  is  already  rendering,  espe¬ 
cially  in  conducting  scientific  Investigations 
of  fundamental  Importance  to  control,  and 
in  serving  as  a  clearinghouse  for  the  inter¬ 
change  of  information  and  the  discussion  of 
policies  between  state  authorities. 

6.  The  Public  Health  Service  has  not  is¬ 
sued,  and  does  not  contemplate  issuing, 
regulations  for  the  sanitary  control  of 
shellfish  other  than  the  general  provisions 
already  included  in  the  Interstate  Quaran¬ 
tine  Regulations.  The  Committee  appointed 
by  the  Conference  of  February  19, 1926,  how¬ 
ever,  is  now  drafting  a  report  to  be  sub¬ 
mitted  to  the  Public  Health  Service,  which, 
it  Is  understood,  will  make  fairly  detailed 
recommendations  relative  to  the  measures 
of  control  which  states  are  advised  to  ex¬ 
ercise  in  order  that  shellfish  may  be  prop¬ 
erly  and  uniformly  safeguarded  in  all  parts 


of  the  country.  This  committee  report  has 
not  yet  been  submitted  to  the  Bureau  but 
it  is  believed  that  the  requirements  will  be 
such  as  may  be  readily  met  by  any  state 
which  has  the  authority,  personnel  and 
equipment  to  maintain  an  efficient  inspec¬ 
tion  and  control  over  the  beds  from  which 
shellfish  are  taken  and  the  plants  in  which 
they  are  handled  and  packed  for  shipment. 

To  implement  the  program,  the  1925 
conference  agreed  that  the  producing 
States  would  issue  “Certificates,”  i.e.,  a 
permit  to  operate,  to  shellfish  shippers 
meeting  agreed-upon  sanitary  standards, 
and  that  the  Public  Health  Service 
should  serve  as  a  clearinghouse  for  in¬ 
formation  on  the  effectiveness  of  the 
State  control  programs.  The  Public 
Health  Service  outlined  the  certification 
system  in  a  letter  to  State  health  offi¬ 
cers,  dated  August  29,  1925,  a  copy  of 
which  is  on  display  in  the  office  of  the 
Hearing  Clerk.  This  clearinghouse  re¬ 
sponsibility  was  met  initially  through 
Issuance  of  a  periodic  “Progress  Report 
on  Shellfish  Sanitation”  describing  the 
shellfish  sanitation  program  in  each 
State.  This  procedure  was  subsequently 
abandoned  in  favor  of  a  “program  en¬ 
dorsement”  concept.  Under  this  con¬ 
cept,  the  Public  Health  Service  made  a 
continuing  appraisal  of  each  State’s 
shellfish  sanitation  program  to  deter¬ 
mine  if  the  control  measures  were  in 
substantial  accord  with  the  provisions 
of  the  current  “Manual  of  Recommended 
practice  for  Sanitary  Control  of  the 
Shellfish  Industry.”  The  Public  Health 
Service  also  published  a  list  of  all  shell¬ 
fish  shippers  certified  by  those  States 
having  “satisfactory”  control  programs. 

The  adoption  of  the  “program  en¬ 
dorsement”  concept  changed  the  role  of 
the  Public  Health  Service  from  fact¬ 
gathering  to  appraisal.  To  facilitate  the 
use  of  the  endorsement,  a  numerical  ap¬ 
praisal  procedure  was  developed  in 
1945.  Because  of  the  number  of  vari¬ 
ables  and  lack  of  detailed  instructions, 
the  appraisal  procedure  tended  to  be 
rather  subjective  except  for  the  inspec¬ 
tion  of  shipper  establishments  where  a 
more  objective  procedure  was  devel¬ 
oped  on  the  basis  of  experience  in  the 
milk  and  restaurant  industries. 

Experience  demonstrated  that  the  un¬ 
qualified  “program  endorsement”  con¬ 
cept  was  not  entirely  satisfactory  because 
of  the  subjective  qualities  of  the  appraisal 
procediu-e  and  the  nature  of  the  Public 
Health  Service  responsibilities  in  the 
NSSP.  These  shortcomings  were  dis¬ 
cussed  at  the  1954,  1956,  and  1958  Fed¬ 
eral-State-Industry  National  SheUfish 
Sanitation  Workshops.  In  accordance 
with  recommendations  made  at  these 
meetings,  the  Public  Health  Service  un¬ 
dertook  the  collaborative  development  of 
an  objective  appraisal  procedure  accept¬ 
able  to  the  States  and  the  shellfish  in¬ 
dustry,  and  the  establishment  of  mini¬ 
mum  criteria  for  Public  Health  Service 
endorsement  of  a  State  program. 

The  procedures  used  by  the  Public 
Health  Service  in  fulfiUment  of  its  obli¬ 
gations  in  the  NSSP  were  dependent  en¬ 
tirely  upon  adoption  of  recommended  re¬ 
quirements  and  the  cooperative-volim- 
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tary  efforts  of  State  regulatory  agencies 
and  the  shellfish  industry.  Heretofore, 
none  these  matters  has  been  the  sub¬ 
ject  of  regulatkxis  pr^ulgated  in  the 
Federal  Register  except  the  require¬ 
ments  for  “source”  of  shellfish  int^ded 
for  use  on  common  carriers,  set  forth  in 
Title  21  of  the  Code  of  Federal  Regula¬ 
tions,  Part  1240 — Control  of  Commimica- 
ble  Diseases.  S  1240.60  (21  CFR  1240.60). 
(Section  1240.60  was  recodified  from  42 
CFR  72.24  (40  FR  5620,  Feb.  6.  1975) .) 

In  1961,  the  Public  Health  Service 
drafted  a  manual  on  the  “Appraisal  of 
State  Shellfish  Sanitation  Programs." 
The  provisions  of  this  draft  manual  were 
reviewed  and  adopted  for  interim  use  by 
the  participants  at  the  1961  Shellfish 
Sanitaticm  Workshop  held  in  Washing¬ 
ton,  DC,  on  November  28-30,  1961,  and 
continu^  in  use  until  the  Fifth  Shellfish 
Sanitation  Workshop  held  in  Washing¬ 
ton,  DC,  on  November  17-19,  1964.  At 
this  time  its  use  was  again  discussed  and 
it  was  adopted  and  published  in  1965. 

TTie  voluntary  procedures  stipulated  in 
the  manual  cmd  still  currently  used  by  the 
Food  and  Drug  Administration  in  meet¬ 
ing  its  agreed-upon  responsibilities  im- 
der  the  NSSP  are  prescribed  as  follows: 

a.  Each  State  desiring  to  participate  in  the 
National  SheUflsh  Sanitation  Program  will 
submit  a  fcxmal  request  to  the  PH3  Regional 
Health  Director:  Provided,  That  this  requlra- 
ment  wlU  apply  only  to  States  entering  the 
program  on  an  original  basis  or  after  a  lapse 
in  partic4>atlon.  This  request,  to  be  signed  by 
the  senlcH*  cAcial  ot  the  State  agency  having 
primary  req;>onsibillty  for  sbeU&sh  sanitation 
control,  shall  Include  a  statement  to  the 
effect  that  an  Interagency  agreement  exists 
between  the  State  agencies  sharing  program 
re^onsibillties  and  that  the  State  recognizes 
its  re^>onslbUltieB  and  obligations  in  the  Na¬ 
tional  Shellffsh  Sanitation  Program,  and  is 
wUllng  to  assist  the  PBS  in  making  necessary 
reviews  and  Inspections  for  State  program  ap¬ 
praisal.  State  participation  in  the  National 
Shellfish  Sanitation  Program  can  thereafter 
be  continuous,  l.e..  States  will  not  have  to  file 
an  annual  notice  with  the  PHS  of  their  intent 
to  participate  in  the  program  subsequent  to 
the  initial  request.  However,  the  regional 
offices  may.  at  their  discretion,  request  that 
States  signify  yofuiy  their  desire  to  partici¬ 
pate  in  this  program  for  the  foUowing  fiscal 
year  of  the  State.  A  State  may  withdraw  from 
the  National  Shellfish  Sanitation  Program  at 
any  time  upon  written  notification  to  the 
Regional  Office  of  the  PHS. 

b.  PHS  win  complete  a  yearly  appraisal  of 
each  State  shellfish  sanitation  program,  uti¬ 
lizing  the  procedures  described  in  this  man¬ 
ual.  Field  visits  wiU  be  prearranged  with 
States.  PHS  will  initiate  arrangements  for 
such  visits.  PHS  will  submit  trip  reports  to 
the  States  describing  any  corrective  actions 
which  should  be  taken  by  the  States. 

e.  PHS  wUl  make  periodic  spot  checks  of 
State  shellfish  sanitation  activities,  particu¬ 
larly  patrol  and  plant  sanitation  operations. 

d.  PHS  will  publish  a  yearly  report  on  the 
status  ot  the  National  Shellfish  Sanitation 
Program,  nxis  report  will  describe  progress 
made  in  both  administrative  and  technical 
'  aspects  of  the  program,  will  discuss  problems 
which  must  be  faced  by  the  program,  and 
will  present  a  statistical  review  of  the  State 
activities.  Neither  comparative  nor  specific 
ratings  for  Individual  States  will  be  shown 
in  thu  yearly  status  report.  The  report  will 
be  made  available  to  aU  persons  interested  in 
the  National  Shellfish  Sanitation  Program 


and,  if  feasible,  will  be  published  in  a  con¬ 
densed  form  in  a  suitable  technical  Journal. 

e.  A  State  program  with  a  rating  of  less 
than  70  percent  in  any  one  of  the  eight  iden¬ 
tified  program  elements — general  adminis¬ 
trative  procedures,  laborat(»y,  sanitary  sur¬ 
vey,  relaying,  depuration,  patrol,  harvesting, 
and  shucking -packing — will  not  be  eligible 
for  endorsement  by  the  Public  Health  Serv¬ 
ice  00  days  after  being  formally  notified  of  the 
rating  unless  the  State  demonstrates  that 
suitable  corrective  action  hfis  been  taken. 

Withdrawal  of  the  State  program  endorse¬ 
ment  will  be  Initiated  by  the  PHS  Regional 
Office  after  discussion  with  the  appropriate 
State  officials,  and  will  be  subject  to  review 
through  established  PHS  policy  channels  at 
headquarters  level.  If  the  State  desires  par¬ 
ticipation  in  the  National  Shellfish  Sanita¬ 
tion  Program  subsequent  to  PHS  withdrawal 
of  endorsement,  the  director  of  the  State 
agency  having  primary  responsibility  for 
sh^lflsh  control  must  make  iq>plication  to 
the  Regional  Health  Director  for  reappraisal 
of  the  State’s  program.  In  submitting  this 
application,  the  State  shall  describe  the 
measures  taken  to  correct  the  noted  de¬ 
ficiencies. 

f.  In  an  emergency  situation,  the  PHS  will 
take  immediate  steps  to  suspend  temporarily 
end<»wement  of  a  State  program  when  it  is 
found  that  a  condition  exists  in  which  Inte¬ 
state  shipment  of  shellfish  therefrom  would 
be  likely  to  cause  disease.  Such  action  will 
be  initiated  by  the  Regional  Program  Direc¬ 
tor  through  established  communication 
channels  after  first  advising  the  State  of  the 
proposed  action. 

g.  PHS  will  publish  a  periodic  list  of  shell¬ 
fish  shippers  certified  by  the  endorsed  States. 

h.  PHS  vrlll  keep  the  Food  and  Drug  Ad¬ 
ministration  informed  of  technical  and  ad¬ 
ministrative  develcpments  in  the  National 
Shellfish  Sanitation  Program  in  accord  with 
the  existing*  intradepartmental  agreement 
(1933). 

L  PHS  will  keep  the  Fish  and  Wildlife  Serv¬ 
ice  fully  informed  of  technical  and  adminis¬ 
trative  develipments  of  the  National  Shell¬ 
fish  SanltatlcHi  Program  in  accord  with  the 
existing  Interdepartmental  agreement  (1958) . 

In  accordance  with  Reorganization 
Orders  signed  by  the  Secretary  on  July  1, 
1968,  and  published  In  the  Federal  Reg¬ 
ister  of  July  10.  1968  (33  FR  9909),  the 
Food  and  Drug  Administration  became 
responsible  for  the  shellfish  program  (21 
CFR  2.120). 

Since  1968  the  Food  and  Drug  Admin¬ 
istration  has  participated  in  the  cooper¬ 
ative-voluntary  National  Shellfish  Sani¬ 
tation  Program  and  has  administered  its 
shellfish  sanitation  activity  as  prescribed 
in  the  NSSP  Manual  of  Operations.  A 
copy  of  the  Manual  of  Operations,  to¬ 
gether  with  copies  of  the  1968  and  1971 
National  Shell^h  Sanitation  Workshops, 
the  1971  National  Shtilfish  Register  of 
Classified  Estuarine  Waters,  and  a  cur¬ 
rent  Interstate  Certified  Shellfish  Ship¬ 
pers  List  are  on  display  in  the  o£Bce  of 
the  Hearing  Clerk.  Food  and  Drug  Ad¬ 
ministration  officials  have  been  evalu¬ 
ating  State  shellfish  control  programs 
and  observing  the  sanitary  practices  of 
the  shellfish  industry  for  the  past  6 
years. 

It  has  become  evident  to  the  Commis¬ 
sioner  of  Food  and  Drugs  that  harvest¬ 
ing,  processing,  packaging,  and  storage 
practices  in  the  shellfish  industry  are  in 
many  instances  not  adequate  to  assure 


that  consumers  receive  only  safe  and 
wholesome  products. 

Hie  Commissioner  has  determined 
that  the  existing  NSSP  should  be 
strengthened  and  codified  to  ensure  that 
shellfish  are  harvested  only  from  safe 
waters  and  are  handled  and  processed 
under  sanitary  conditions.  A  reporii  to 
Congress  by  the  General  Accounting  Of¬ 
fice,  .“Protecting  the  Consumer  from 
Potentialh'^  Harmful  Shellfish  (dams. 
Mussels,  and  Oysters) ,”  issued  in  March 
1973,  a  copy  of  which  is  on  display  at 
the  office  of  the  Hearing  Clerk,  strongly 
supports  this  conclusion.  The  GAO  ex¬ 
amined  selected  activities  of  four  shell¬ 
fish  producing  States  which  in  1971  ac¬ 
counted  for  about  53  percent  of  the  dollar 
value  of  the  nationsJ  shellfish  produc¬ 
tion.  The  GAO  made  the  following  over¬ 
all  findings: 

1.  Shellfish  not  meeting  NSSP  bacterio¬ 
logical  standards  are  reMhlng  the  consiuner 
in  quantities  sufficient  for  the  OAO  to  ques¬ 
tion  the  effectiveness  of  the  NSSP. 

2.  The  FDA  Is  not  adequately  monitoring 
the  States  to  ensure  that  shellfish  reaching 
the  consumer  are  pure,  safe,  and  wholesome. 

3.  The  States  are  not  fulfiUing  their  re¬ 
sponsibilities  for  ensxiring  that  sheUfish  are 
harvested  only  from  safe  waters  and  are 
handled  and  processed  under  sanitary  con¬ 
ditions. 

More  specifically,  the  report  revealed: 

1.  The  PDA  has  not  estahllshed  any  Fed¬ 
eral  standards  for  bacteria  or  toxic  metals 
(except  mercury)  in  sheUfish,  and  has  relied 
upon  the  States  to  enforce  NSSP  bacterio¬ 
logical  and  pesticide  standards. 

2.  The  NSSP  has  not  adopted  toxic  metal 
standards 

3.  Shellfish  meat  samples  showed  that  31 
percent  of  such  samples  exceeded  allowable 
NSSP  bacteriological  standards.  Shellfish 
meat  bacteriological  data  furnished  to  the 
FDA  by  14  States  In  1970  showed  that  24  per¬ 
cent  exceeded  aUowable  limits. 

4.  The  States  are  not  required  to  sample 
SheUfish  meat  and  FDA  Is  not  required  under 
the  NSSP  to  evfdtiate  such  State  sampling 
programs  that  do  exist.  OeneraUy,  State-wide 
market-sampling  programs  are  either  non¬ 
existent  or  extremely  limited.  Even  when  the 
FDA  conducts  a  plant  inspection,  which  is 
infrequent.  It  usuaUy  does  not  coUect  shell¬ 
fish  samples  to  be  examined  by  the  agency's 
technicians. 

6.  Neither  the  FDA  nor  the  States  routinely 
trace  violative  shellfish  to  their  source  to 
determine  whether  the  waters  from  which 
they  come  are  misclassified  and  unsafe  for 
harvesting. 

6.  Timely  action  is  not  being  taken  by 
States  to  close  areas  that  have  poor  water 
quality,  and  low-rated  areas  were  not  closed, 
contrary  to  NSSP  requirements.  The  States 
have  not  always  adequately  posted  or  pa¬ 
trolled  closed  growing  areas  to  deter  Illegal 
harvesting. 

7.  Of  30  shellfish  plants  inspected,  40  per¬ 
cent  had  insanitary  conditions  of  which 
eight,  or  about  27  percent,  were  considered 
to  be  significant. 

8.  Domestic  safeguards  to  ensure  the  mar¬ 
keting  of  safe  and  sanitary  imported  sheUfish 
were  not  always  available.  For  example.  In 
1971,  12.4  mUlion  pounds  of  imported  sbeU- 
flsh  (out  of  a  total  of  16.8  mUlion  po\mds 
imported)  bad  been  harvested  from  waters 
uncertified  under  NSSP  standards. 

Unannounced  visits  in  1972  by  person¬ 
nel  of  the  Bureau  of  Foods,  Food  and 
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Drug  Administration,  to  plants  with 
State-issued  permits  in  the  East  and 
Gulf  Coast  regions  confirmed  the  GAO’s 
findings.  Copies  of  the  inspection  reports 
from  these  Inspections  are  (m  display  at 
the  office  of  the  Hearing  Clerk. 

The  Food  and  Drug  Administration 
has  determined  that  oyster,  clam,  and 
mussel  plants  are  mostly  small  and  aged 
facilities,  seasonally  run,  and  that  many 
lack  modem  day  technology.  Further, 
the  processor  in  large  measure  depends 
upon  others  to  provide  quality  controls 
over  his  raw  product,  so  that  even  where 
a  processor  follows  good  manufacturing 
practices,  there  is  still  a  substantial  risk 
that  the  product  may  be  unsafe  or  un¬ 
sanitary  when  it  reaches  the  consumer. 
The  existence  of  these  conditions,  how¬ 
ever,  is  no  excuse  for  allot^ng  quality 
control,  plant  management,  and  basic 
items  of  sanitation  to  go  imattended. 

The  more  serious  conditions  most  fre¬ 
quently  found  in  shellfish  processing 
plants  by  Food  and  Drug  Administration 
and  State  officials  are  as  follows; 

1.  Inadequate  construction  and  mainte¬ 
nance  of  buildings  and  processing  equipment, 
e.g.,  missing  or  poorly  fitting  doors  and 
screens  which  allow  entry  of  files  and  oither 
vermin;  and  obsolete  and  worn  equipment 
with  rough,  pitted,  uneven  food-contact  sur¬ 
faces  and  seams. 

2.  Inadequate  construction  and  mainte¬ 
nance  of  water  and  sewage  facilities,  e.g.. 
Improperly  constructed  and  unprotected  in¬ 
dividual  water  supplies,  faUure  to  prevent 
back  fiow  of  sewer  and  fioor  wastes  into  food 
processing  and  storage  areas,  and  faUure  to 
provide  adequate  toilet  faculties. 

3.  Inadequate  sanitary  controls  during 
shucking  and  packing,  eg.,  poor  supervision, 
Improperly  cleaned,  sanitized  and  stored 
equipment,  use  of  excessively  muddy  shell 
stock,  and  inadequate  refrigeration  after 
shucking. 

4.  Inadequate  sanitary  controls  during  re¬ 
packing  operations,  e.g.,  failure  to  maintain 
sufllclent  refrigeration,  introduction  of  sec¬ 
ondary  contamination  due  to  poor  handling 
practices,  such  as  addition  of  water  to  in¬ 
crease  the  volume  of  shellfish,  and  blending 
of  different  lots  of  shellfish  with  subsequent 
loss  of  original  identity  of  source. 

Product  abuse  during  repacking  and 
successive  repacking  by  several  and 
sometimes  widely  separated  dealers  is 
often  the  cause  of  high  bacterial  counts 
and  decomposition  in  shellfish  products 
at  the  market  level,  lliis  abuse  during 
repacking,  compounded  by  poor  handling 
and  refrigeration  practices  during  dis¬ 
tribution  from  the  original  shucker- 
packer  to  the  wholesale  market,  is  not 
conducive  to  a  wholesome  product,  and 
jeopardizes  the  continued  availability  of 
safe  and  wholesome  shellfish. 

The  NSSP  has  been  purely  voluntary. 
In  establishing  or  modifying  require¬ 
ments  of  the  NSSP.  each  participating 
group  in  the  program  (the  Food  and  Drug 
Administration,  the  States,  the  shellfish 
Industry)  has  an  equal  number  of  votes 
and  a  two-thirds  majority  vote  has  been 
required  to  effect  any  program  change. 
The  Public  Health  Service  and  the  Pood 
and  Drug  Administration,  charged  by 
Congress  with  the  duty  to  ensure  that 
all  food.  Including  shellfish.  Is  safe,  pure, 
and  wholesome,  have  acted  primarily 


through  the  policymaking  process  of  the 
NSSP.  The  PV)od  and  Drug  Administra- 
ticm  has  seldom  used  its  regulatory  pow¬ 
ers  under  the  Federal  Food.  Drug,  and 
Cosmetic  Act  and  the  Public  Health 
Service  Act  to  ensure  that  fresh  and 
frozen  shellfish  are  safe  and  sanitary', 
and  has  relied  primarily  on  the  NSSP  to 
achieve  this  purpose. 

Effective  Federal  regulatory  action  un¬ 
der  the  NSSP  is  in  practice  too  limited 
and  severe,  since  the  only  real  sanction 
available  to  the  Food  and  Drug  Admin¬ 
istration  is  the  withdrawal  of  endorse¬ 
ment  of  a  State’s  program.  The  Com¬ 
missioner  concludes  that  this  single  sanc¬ 
tion  is  grossly  Impractical.  It  neither 
serves  effectively  to  ensure  that  only 
sanitary  shellfish  reach  the  consumer, 
nor  does  it  deal  practically  with  the  eco¬ 
nomic  interests  of  States  where  the  shell¬ 
fish  industry  is  of  great  imix>rtance.  Total 
withdrawal  of  Food  and  Drug  Adminis¬ 
tration  endorsement  is  economically  dis¬ 
astrous  and  has  profoimd  effects.  The 
Commissioner  appreciates  the  Impact 
that  just  the  threat  of  withdrawal  of 
endorsement  has  had  upon  State  pro¬ 
grams.  In  the  past,  a  suggestion  of  inten¬ 
tion  to  withdraw  endorsement  has  been 
sufficient,  in  some  cases,  to  influence  a 
State  to  Increase  its  program  resources 
and  make  necessary  corrections  in  the 
implementation  of  its  program.  However, 
such  confrontation  must  not  be  the  only 
mechanism  available  to  handle  all  the 
proUems  that  may  arise  in  connection 
with  shellfish  ssmitation  programs.  The 
Commissioner  concludes,  therefore,  that 
some  Intermediate  but  effective  sanctions 
must  be  made  available. 

Moreover,  under  the  existing  NSSP, 
withdrawal  of  endorsement  does  not 
serve  to  halt  the  shipment  of  unsafe 
shellfish.  A  State  that  loses  Pood  and 
Drug  Administration  endorsement,  under 
the  present  scheme,  may  still  continue 
to  ship  its  product  in  Intrastate  com¬ 
merce  and  in  interstate  commerce  to  any 
person  who  is  willing  to  receive  it.  The 
only  limitation  is  that  any  other  State 
participating  in  the  NSSP  voluntarily 
agrees  not  to  accept  shellfish  from  a  State 
vdiose  endorsement  has  been  withdrawn. 

In  addition,  regulatory  action  against 
individual  firms  is  not  taken  by  the  Food 
and  Drug  Administration  under  the  cur¬ 
rent  program.  In  accordance  with  the 
procedures  agreed  upon  imder  the  NSSP, 
the  Food  and  Drug  Administration  pub¬ 
lishes  a  list  of  all  State  certified  shell¬ 
fish  shippers.  The  Pood  and  Drug  Ad¬ 
ministration  is  not  now  permitted  on  a 
unilateral  basis  to  remove  an  individual 
State  certified  shipper  for  any  reason 
from  the  Interstate  Ortlfied  Shellfish 
Shippers  List.  Because  of  this  voluntary 
agreement  in  the  NSSP,  the  Pood  and 
Drug  Administration  has  not  been  in¬ 
specting  shellfish  firms  for  violations  of 
the  Federal  Pood,  Drug,  and  Cosmetic 
Act,  nor  has  it  initiated  any  Federal 
regulatory  actions  against  State  certified 
shellfish  shippers.  In  effect,  the  Pood  and 
Drug  Administration  has  delegated  this 
responsibility  to  the  State  regulatory 
agencies,  but  without  prescribing  the 
proper  procedures,  responsibilities,  or 


performance  standards  to  fulfill  the  Food 
and  Drug  Administration’s  legal  respon¬ 
sibilities  under  the  Federal  Food,  Drug, 
and  Cosmetic  and  the  Public  Health 
Service  Acts, 

The  Commissioner  concludes  that  it  is 
time  for  the  Pood  and  Drug  Adminis¬ 
tration’s  participation  in  the  NSSP  to  be 
in  accord  with  the  Administrative  Proce¬ 
dure  Act  and  the  regulatory  require¬ 
ments  of  the  P'ederal  Food,  Drug,  and 
Cosmetic  Act  and  the  Public  Health 
Service  Act.  The  Commissioner  believes 
that  this  approach  will  establi^  a  more 
effective  and  comprehensive  shellfish 
safely  program.  These  proposed  regula¬ 
tions  chart  out  specific  responsibilities 
and  obligations  for  the  Food  and  Drug 
Administration,  the  States,  and  the  shell¬ 
fish  Industry.  Since  Its  inception,  the 
NSSP  has  played  a  major  role  in  shellfish 
sanitation.  The  NSSP  does  not,  however, 
bring  together  all  persons  interested  in 
this  subject.  All  members  of  the  public 
are  affected  by,  and  many  are  interested 
in,  the  manner  in  which  our  consumer 
goods  and  resources  are  regulated.  It  is 
important,  therefore,  to  adopt  a  more 
formal  and  public  approach  to  the  regu¬ 
lation  of  the  shellfish  industry  in  the 
United  States, 

Under  the  proposed  regulations, 
primary  responsibility  for  enforcement 
of  the  requirements  governing  shellfish 
safety  remains  with  the  States.  In  addi¬ 
tion,  however,  the  Pood  and  Drug  Ad¬ 
ministration  may  exercise  its  authority 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  and  the  Public  Health  Service 
Act,  and  will  rely  on  withdrawal  of  State 
endorsement  only  as  a  last  resort.  The 
proposed  regulations  allow  the  Food  and 
Drug  Administration  to  take  Federal 
regulatory  action  against  individual 
firms  if  they  do  not  operate  according  to 
good  manufacturing  practices.  If  the 
State  regulatory  agency  and  the  shellfish 
firm  do  not  act  promptly  to  correct 
insanitary  conditions,  the  Food  and  Drug 
Administraticm  plans  to  proceed  with 
Federal  regulatory  action.  Such  action 
may  include  the  revocation  of  an  in¬ 
dividual  firm’s  certification  to  ship  in  in¬ 
terstate  commerce,  where  the  F(^  and 
Drug  Administration  determines  that 
the  firm  is  not  in  compliance  with  these 
regulations.  The  regulations  provide  for 
adequate  procedural  safeguards  on  such 
revocation  of  certification.  The  fusion  of 
these  intermediate  sanctions  with  the 
possibility  of  withdrawing  approval  of 
a  State  program  provides  a  much  more 
effective,  practical,  and  fair  method  of 
assuring  enforcement  of  shellfish  stand¬ 
ards  and  requirements. 

The  Pood  and  Drug  Administration 
win  continue  monthly  publication  of  the 
Interstate  Certified  Shellfish  Shippers 
List  (ICSSL).  The  ICSSL  wiU  list  by 
State  and  foreign  country  the  names  of 
certified  sheUfish  processors  with  their 
certification  number.  The  purpose  of  the 
K7SSL  is  for  the  general  information  to 
food  control  officials,  persons  who  process 
and  distribute  shellfish  and  other 
persons  who  purchase  sheUfish.  Ihe 
ICSSL  does  not  necessarily  reflect  the 
current  status  of  listed  firms;  con- 
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sequently,  the  fact  that  a  firm  appears 
on  the  ICSSL  will  not  preclude  regula¬ 
tory  action  against  the  firm  based  on 
newly  obtained  information. 

For  a  State  to  remain  in  good  stand¬ 
ing  in  the  current  NSSP,  it  need  only 
attain  a  satisfactory  score  on  the  an¬ 
nual  appraisal  of  its  shellfish  sanitation 
program  conducted  by  the  Food  and  Drug 
Administration.  This  yearly  appraisal  is 
conducted  within  a  short  and  specific 
time  frame  and  only  after  the  Food  and 
Drug  Administration  has  notified  the 
State  of  the  date  such  appraisal  is  to 
take  place.  The  proposed  regulations  at¬ 
tempt  to  correct  what  the  Food  and 
Drug  Administration  has  perceived  to 
be  two  weaknesses  in  the  auditing  of 
State  programs.  First,  the  present  yearly 
appraisal  proceeding  will  now  be  only 
one  elemmt  in  the  ongoing  procedure 
of  the  Food  and  Drug  Administration  for 
appraising  a  State’s  shellfish  program. 
Second,  the  Food  and  Drug  Administra¬ 
tion  will  also  utilize  unannoimced  spot 
checks,  independent  field  visits,  trip  re¬ 
ports,  State  violation  and  disposition 
files,  and  any  other  available  i^orma- 
tion  to  appraise  State  programs.  In  the 
past,  prior  notification  of  visits  by  the 
Food  and  Drug  Administration  has  per¬ 
mitted  a  State  to  shore  up  its  shellfish 
sanitation  program  before  the  appraisal 
proceeding  was  conducted,  and  Uius  the 
rating  oflBcer  may  not  have  obtained  a 
true  picture  of  the  State’s  program  In 
operation. 

The  proix>sed  regulations  set  micro¬ 
biological  standards  for  water  quality, 
which  is  a  critical  concern  of  the  Com¬ 
missioner.  I’he  present  microbiological 
standards  of  the  NSSP  are  not  strictly 
enforced.  Recent  Food  and  Drug  Admin¬ 
istration  audits  of  22  State  programs  re¬ 
vealed  that  seven  States  did  not  meet  the 
present  NSSP  standards  for  a  significant 
number  of  their  growing  areas,  and  yet 
were  allowing  harvesting.  A  copy  of  the 
report  of  these  audits  is  on  display  in  the 
office  of  the  Hearing  Clerk. 

The  NSSP  has  attempted  to  have  a 
single  standard  for  all  the  nation’s  shell¬ 
fish  growing  waters.  However,  it  has 
become  apparent  that  some  States  are 
simply  ignoring  the  NSSP  Manual  of 
Recommended  Practices  and  disregard¬ 
ing  the  public  health  control  measures 
stipulated  imder  the  NSSP.  The  principal 
difficulty  has  been  the  inability  of  some 
waters  to  comply  with  the  NSSP  ap¬ 
proved  growing  area  standards.  The  Food 
and  Drug  Administration  has  examined 
two  possible  approaches  other  than  the 
single  national  standard:  (1)  A  set  of 
standards  establishing  permitted  varia¬ 
tions  based  on  differences  in  species  and 
in  geographic  and  oceanographic  factors, 
and,  (2)  individual  standards  for  each 
region  of  the  country. 

After  receiving  views  on  these  alterna¬ 
tives  from  the  Eighth  National  Shellfish 
Sanitation  Workshop  held  in  New  Or¬ 
leans,  January  16-18, 1974,  the  Conunis- 
sioner  is  proposing  safety  standards 
utilizing  the  existing  NSSP  approach, 
rather  than  one  of  the  two  other  ap¬ 
proaches.  The  Commissioner  concludes 
that  scientific  data  are  not  available 
to  support  different  standards  based  on 


variations  in  species  or  in  geographic  and 
oceanographic  factors.  Similarly,  in¬ 
dividual  standards  for  various  regions  of 
the  country  cannot  be  justified  unless 
based  on  scientific  data  warranting  dif¬ 
ferent  treatment.  The  Commissioner 
believes  that  the  uniform  national  stand¬ 
ards  proposed  will  adequately  protect 
the  public  health  and  will  be  enforce¬ 
able. 

The  second  critical  concern  of  the  Food 
and  Drug  Administration  is  the  ability  to 
determine  more  accm^tely  the  growing 
area  from  which  shellfish  are  harvested. 
The  NSSP  labeling  system  is  not  cur¬ 
rently  being  uniformly  applied  and  of¬ 
ficials  therefore  lack  a  rapid  and  re¬ 
liable  method  by  which  contaminated 
shellfish  can  be  traced  to  their  growing 
area. 

The  proposed  tagging  and  recordkeep¬ 
ing  system  would  permit  the  tracing  of 
the  origin  of  shellfish  through  the  use 
of  labeling  codes  and  processing  records. 
Consequently,  at  any  point  in  the  shell¬ 
fish  marketing  process  the  growing  areas 
and  processors  of  particular  shellfish  can 
be  identified.  As  part  of  this  syst^,  the 
proposed  regulations  prohibit  the  com¬ 
mingling  during  harvesting  of  shellfish 
from  different  coded  growing  area  tracts. 
The  tagging  and  recordkeeping  system 
prescribed  by  these  regulations  will  allow 
Food  and  Drug  Administration  or  State 
authorities  to  determine  the  growing 
area  of  contaminated  shellfish  within  a 
matter  of  hours,  and  it  will  also  provide 
the  authorities  with  a  definitive  list  of  all 
those  who  may  have  handled  them. 

Enforceable  water  quality  standards 
and  a  growing  area  identification  system 
are  not  themselves  sufficient  to  meet  the 
overall  objective  of  ensuring  that  only 
sanitary  shellfish  reach  the  consumer. 
An  effective  shellfish  sanitation  program 
must  include  controls  at  all  stages  in  the 
operation.  Therefore,  these  proposed 
regulations  set  forth  specific  control 
practices  and  sanitary  requirements  for 
both  processors  of  shellfish  and  handlers 
of  shell  stock.  As  with  water  quality 
standards,  the  States  will  continue  to 
bear  the  primary  responsibility  for  en¬ 
forcing  these  requirements,  but  the  Food 
and  Drug  Administration  will  also  be 
prepared  to  take  appropriate  steps  where 
necessary. 

Finally,  the  proposed  regrulations  in¬ 
clude  safeguard  to  protect  consumers 
from  the  potential  hazards  associated 
with  eating  contaminated  imported 
shellfish.  Imported  shellfish  comprise 
almost  10  percent  of  the  shellfish  con¬ 
sumed  in  this  country.  Yet,  there  has 
never  been  adequate  regulation  of  im¬ 
ported  shellfish. 

Because  our  available  analytical  meth¬ 
ods  and  inspection  techniques  are 
limited,  the  examination  of  imported 
fresh  and  frozen  shellfish  at  the  port  of 
entry  does  not  assure  the  consumer  safe 
and  wholescane  shellfish.  These  regula¬ 
tions  will  provide  procedures  whereby 
imported  fresh  and  frozen  shellfish  will 
be  required  to  be  produced  under  the 
same  sanitary  controls  as  applied  to 
United  States  dcxnesticfdly  produced 
shellfish.  Hie  proposed  regulations  re¬ 
quire  that  any  foreign  country  desiring 


to  export  fresh  or  frozen  shellfish  to  the 
United  States  must  agree  to  comply  with 
the  provisions  that  relate  to  the  sanitary 
standards  and  requirements  applied  to 
the  harvesting,  production,  and  handling 
of  such  shellfish  intended  for  shipment 
to  the  United  States.  The  regulations 
provide  that  the  Food  and  Drug  Ad¬ 
ministration  may  terminate  an  import- 
export  agreement  with  a  foreign  coimtry 
upon  30  days’  notice.  Such  a  notice  will 
contain  the  reasons  for  termination  and 
an  opportunity  to  respond  to  any  state¬ 
ments  made  in  the  notice.  In  the  event 
that  the  Food  and  Drug  Administration 
should  not  receive  sufficient  reason  why 
the  agreement  should  not  be  terminated 
within  30  days  after  receipt  of  the  notice, 
the  agreement  will  be  terminated.  The 
effect  of  termination  would  be  to  pre¬ 
clude  any  further  importation  of  shell¬ 
fish  into  the  United  States  from  that 
country  for  such  time  as  the  Commis¬ 
sioner  deems  necessary. 

For  the  foregoing  reasons,  the  Com¬ 
missioner  concludes  that  the  present 
volimtary  tripartite  NSSP,  consisting  of 
Federal,  State,  and  shellfish-  Industry 
representatives,  should  be  formalized  as 
a  regulatory  program  established  under 
duly  promulgated  procedures  and  regu¬ 
lations.  The  regulations  proposed  in  this 
notice  of  rule  making  are  intended  to 
correct  the  problems  presently  existing 
in  the  shellfish  Industry,  such  as  those 
cited  in  the  GAO  report.  The  Conunis- 
sioner  agrees  with  the  GAO  that  the 
NSSP  needs  to  be  strengthened,  and  not 
destroyed  in  order  to  make  certain  that 
the  consumer  receives  only  safe  and 
sanitary  shellfish.  The  Commissioner 
recognizes  that  the  NSSP  has  done  much 
to  further  the  goal  of  a  safe  and  whole¬ 
some  food  product.  It  is  the  intention 
of  the  Commissioner  to  preserve  the  in¬ 
stitutional  scheme  of  -the  NSSP  and 
maintain  and  Improve  the  vital  com¬ 
mitment  that  State  agencies  have  made 
toward  sanitary  control  of  shellfish  for 
the  past  50  years. 

The  Conunissioner  concludes  that  the 
name  of  the  NSSP  should  be  modified  to 
reflect  the  fact  that  it  will  encompass 
all  aspects  of  shellfish  safety,  not  merely 
sanitation.  Accordingly,  it  is  proposed 
that  the  new  name  be  “National  Shellfish 
Safety  Program,”  thus  retaining  the 
acronym  “NSSP.” 

The  Commissioner  wishes  to  emphasize 
that  the  cooperative  nature  of  the  NSSP 
is  not  being  changed  and  that  the  pro¬ 
posed  regvilations  continue  to  rely  heavily 
on  the  important  efforts  being  made  by 
State  shellfish  control  authorities  and  by 
the  shellfish  industry.  The  States  will 
remain  primarily  responsible  for  enforc¬ 
ing  the  prescribed  standards  and  require¬ 
ments.  At  the  same  time,  the  Commis¬ 
sioner  recognizes  that  he  also  has  legal 
responsibilities  to  assure  that  shellfish 
are  safe  and  sanitary  and  he  cannot 
ignore  those  responsibilities. 

The  Commissioner  plans  to  make  the 
requirement  for  a  Comprehensive  State 
Shellfish  Control  Plan  (CSSCP)  effec¬ 
tive  2  years  after  these  regulations  are 
promulgated  in  final  form.  That  should 
provide  ample  time  for  States  to  develop 
CSSCP’s  in  accordance  with  the  provi- 
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sions  of  these  regulations.  The  Commis¬ 
sioner  plans,  however,  to  make  proposed 
Part  952  effective  shortly  after  publica- 
tl<Hi  of  the  final  regulations.  Part  952, 
which  prescribes  standards  for  good 
manufacturing  practices,  can  be  imme¬ 
diately  Implemented  by  the  States  and 
the  Food  and  Drug  Administration  to 
assure  the  production  of  safe  and  sani¬ 
tary  shellfish.  Until  Part  952  becomes 
effective,  the  Food  and  Drug  Adminis¬ 
tration  will  rely  on  the  more  general 
provisions  of  the  presently  enforceable 
current  good  manufacturing  practice 
(sanitation)  in  manufacture,  processing, 
packing,  or  holding  of  human  foods  (21 
CFR  Part  128). 

In  the  Federal  Register  of  January  14, 
1975  (40  FR  2607),  the  Food  and  Drug 
Administration  announced  the  availa¬ 
bility  .for  comment  of  a  prepublication 
draft  of  the  proposed  National  Shellfish 
Safety  Program.  Copies  of  this  draft 
were  sent  to  State  shellfish  control  au¬ 
thorities,  the  Shellfish  Institute  of  North 
America,  and  foreign  government  ofB- 
cials  who  have  bilateral  shellfish  agree¬ 
ments  with  the  United  States.  In  accom¬ 
panying  letters,  the  recipients  were  re¬ 
quested  to  confine  their  comments  to 
basic  philosophies,  strategies,  and  con¬ 
cepts  rather  ^an  technical  aspects.  Both 
the  notice  of  availability'  and  the  letters 
specified  a  30-day  preproposal  com¬ 
ment  period  which  terminated  on  Febru¬ 
ary  13,  1975. 

The  Ccmunlssioner  received  a  total  of 
43  letters  containing  numerous  com¬ 
ments.  Several  of  these  cmnments  were 
of  such  import  that  the  Ccmunlssioner 
has  made  several  substantive  revisions 
In  the  basic  proposal  These  revisions 
and  the  reasons  therefor  are  discussed 
below.  The  CcMumissioner  concludes  that 
it  is  inapiMroprlate  to  respond  at  this  time 
to  the  bulk  of  the  comments,  which  were 
of  a  technical  nature.  These  will  remain 
on  file  with  the  Hearing  CHerk  and  will 
be  considered  along  with  the  cmnments 
received  as  a  result  of  this  notice  of  pro¬ 
posed  rule  making. 

Based  upon  the  comments  received  by 
the  Food  and  Drug  Administration,  the 
following  regions  have  been  made  in 
the  draft  National  Shellfish  Safety  Pro¬ 
gram  (NSSP)  regulations  and  are  in¬ 
corporated  into  this  proposal: 

1.  Sectlmi  951.4(b)  (4)  of  the  draft 
would  have  allowed  the  harvesting  of 
shellfish  from  restricted  shellfish  grow¬ 
ing  waters  for  thermal  processing.  Ihis 
practice  is  not  permitted  under  the  pres¬ 
ent  NSSP.  Several  of  the  comments 
noted  that  thermal  processing  of  shell¬ 
fish  from  restricted  waters  would  pose  in¬ 
herent  enforcement  problwtns  and  set  a 
new  precedent. 

The  Commissioner  concludes  that  this 
concept  requires  additional  review  with 
State  control  agencies  and  has  deleted 
the  concept  from  the  proposal. 

2.  Under  S  951.4(b)  of  the  draft,  per¬ 
mits  were  to  be  issued  for  specific  har¬ 
vesting  operations  under  5  categories  and 
there  was  a  prohibition  in  draft  $  951.4 
(c)  against  simultaneous  holding  of  a 
permit  to  harvest  from  an  approved  and 
a  restricted  area  or  an  aniroved  area 
and  a  prohibited  area.  Many  comments 


indicated  that  this  prohibition  was  too 
restrictive  and  administratively  unfea¬ 
sible. 

ITie  Ccmunlssioner  agrees  and  con¬ 
cludes  that  this  prohibition  would  be  im- 
necessarily  restrictive  and  excessively 
costly  to  administer.  Furthermore,  effec¬ 
tive  permit  controls  are  provided  else¬ 
where  in  the  NSSP  regulations.  The 
Commissioner  has  also  simplified  §  951.4 
(b)  by  eliminating  two  of  the  five  cate¬ 
gories  for  permit  holders  because  of  the 
elimination  of  S  951.4(b)  (4)  and  a  redefi¬ 
nition  of  “transplanting”  in  §  950.3(b) 
(17). 

3.  A  concept  was  advanced  in  §§  950.4 
and  950.5  of  the  draft  to  require  the 
same  controls  over  recreational  harvest¬ 
ing  as  for  commercial  harvesting.  This 
concept  would  go  beyond  the  current 
control  practices  exercised  by  the  NSSP 
State  control  agencies.  Many  State  of¬ 
ficials  questioned  the  administrative 
feasibility  of  this  concept  and  stated  that 
they  could  not  adequately  enforce  a  pro¬ 
hibition  against  recreational  harvesting. 
Comments  from  State  officials  and  the 
industry  questioned  the  great  expense 
that  would  be  involved  compared  with 
the  real  public  health  protection  that 
this  concept  would  afford. 

The  Commissioner  concludes  that  the 
most  feasible  method  to  control  recrea¬ 
tional  harvesting  Is  through  pubUc  edu- 
caticmal  programs.  Consequently,  any  re¬ 
quired  controls  over  recreational  harvest¬ 
ing  have  been  deleted  and  an  advisory 
statement  added  to  S  951.29(c)  (10)  con¬ 
cerning  public  educational  measures  for 
recreational  harvesters. 

4.  The  draft  regulation  required  a 
Comprehensive  State  Shellfish  Control 
Plan  (CSSCP)  to  be  developed  only  by 
States  with  significant  shelffii^  harvest¬ 
ing  or  processing  industries.  Isolated 
processors  In  other  States  would  have 
been  subject  only  to  routine  periodic  in¬ 
spection  by  the  Food  and  Drug  Adminis¬ 
tration  and  to  whatever  regulation  the 
State  chose  to  impose.  The  proposal 
covers  every  processor,  however,  and  per¬ 
mits  a  processor  to  ship  in  interstate 
commerce  only  from  a  State  with  an  ap¬ 
proved  CSSCP  or,  if  it  is  not  in  a  State 
with  an  approved  CSSCP,  only  if  it  has 
been  inspected  and  certified  by  the  Food 
and  Drug  Administration. 

5.  Control  of  shellfish  in  the  wholesale 
and  retail  markets  has  been  a  volimtary 
contrcd  concept  in  the  existing  NSSP. 
The  distribution  of  shellfish  is  nation¬ 
wide  and,  as  a  perishable  product,  shell¬ 
fish  generally  move  rapidly  in  Interstate 
commerce. 

The  Commissioner  advises  that  other 
regulations  are  being  developed  to  pro¬ 
vide  federally  enforceable  controls  for 
distribution  and  marketing  of  perishable 
food  stuffs.  As  part  of  the  Food  and  Drug 
Administration’s  efforts  to  assure  con¬ 
sumers  safe  and  wholesome  food  in  the 
marketplace,  food  service  sanitation  reg¬ 
ulations  were  proposed  in  the  Federal 
Register  of  October  1,  1974  (39  FR 
35438).  Therefore,  mandatory  require¬ 
ments  for  shellfish  market  control,  which 
were  designated  as  9  952.6  in  the  draft, 
have  been  deleted  and  general  advisory 


9  950.10  revised  accordingly  to  give  guid¬ 
ance  on  shellfish  market  quality  control 
practices. 

6.  An  important  element  of  the  exist¬ 
ing  NSSP  State  shellfish  control  pro¬ 
grams  is  the  provision  of  suitable  labora¬ 
tory  facilities  and  analytical  procedures 
for  examination  of  shellfish  waters  and 
shellfish.  The  Pood  and  Drug  Adminis¬ 
tration  has  had  responsibility  for  assur¬ 
ing  that  cooi>erating  State  shellfish 
control  agencies  continue  to  operate  and 
manage  an  adequate  analytic  labora¬ 
tory  support  program.  To  clarify  this 
concept  of  State  responsibility  for  labora¬ 
tory  control  and  the  oversight  function 
of  Food  and  Drug  Administration,  a 
new  9  950.21(a)  (3)  has  been  added  to  the 
proposal. 

7.  The  categories  of  processors  of  fresh 
and  frozen  shellfish  required  to  be  cer¬ 
tified  Include  only  shell  stock  shippers, 
shucker-packers,  and  repackers.  Under 
existing  NSSP  operations,  an  option  was 
given  to  States  to  certify  reshlppers. 

The  Commissioner  concludes  that  it  is 
unnecessary  to  certify  reshlppers  because 
they  do  not  process  shellfish  and  are  ade¬ 
quately  provided  for  in  other  regulations 
coveri^  the  distribution  of  food  in  in¬ 
terstate  commerce.  Therefore,  several 
definitions  in  9  950.3(e)  have  been  re¬ 
worded  to  define  “processors”  as  shell- 
stock  shippers,  shucker-packers,  and 
repockers. 

8.  The  majority  of  comments  requested 
the  Food  and  Drug  Administration  to 
delay  publication  of  the  proposed  NSSP 
regulations  in  the  Federal  Register. 
Most  comments  cited  the  need  to  have 
more  time  to  study  the  draft  and  develop 
alternative  approaches. 

The  Commissioner  concludes  that  any 
further  delay  in  publishing  the  proposed 
NSSP  would  not  be  in  the  best  interest 
of  the  public.  A  draft  of  the  proposed 
NSSP  has  been  furnished  to,  State  shell¬ 
fish  control  authorities,  the  Shellfish  In¬ 
stitute  of  North  America  and  other  in¬ 
terested  parties.  Thus  far,  opp(»tunity 
for  comment  from  the  consuming  public 
has  been  minimal. 

As  a  result  of  the  numerous  cmnments 
received  from  State  and  industry  sources, 
certain  portions  of  the  draft  NSSP  regu¬ 
lations  received  by  the  interested  parties 
mentioned  above  have  either  been  re¬ 
vised  or  omitted.  Therefore,  the  Com¬ 
missioner  concludes  that  further  public 
comment  is  desirable  as  soon  as  possible 
and  that  the  best  method  to  ensure  such 
comment  is  by  publication  of  the  pro¬ 
posal  in  the  Federal  Register.  However, 
the  Commissioner  is  aware  that  the  usual 
period  of  60  days  for  public  comment 
may  be  Inadequate,  especially  in  light 
of  the  need  to  assemble  data  regarding 
the  econmnic  impact  of- the  proposed 
regulations  and  the  Commissioner’s  de¬ 
sire  to  have  the  benefit  of  comments  that 
may  result  from  a  full  discussion  of  the 
proposed  regulations  at  the  9th  Naticmal 
Shellfish  Sanitation  Worksh(H>  to  be  held 
at  Charleston,  South  Carolina,  on 
June  25  and  26, 1975.  The  Commissioner, 
therefore,  concludes  that  an  extended 
comment  period  is  in  order  and  thus  has 
provided  120  days  for  comment. 
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It  should  be  noted  again  that  careful 
consideration  has  been  given  to  adher¬ 
ence  to  the  well-founded  concepts  of  the 
existing  NSSP  and  that  the  Commis¬ 
sioner  encoxurages  all  interested  persons 
to  provide  the  Food  and  Drug  Adminis¬ 
tration  with  written  comments  on  all  as¬ 
pects  of  the  proposed  regulations  during 
the  comment  period. 

9.  Several  comments  expressed  con¬ 
cern  that  the  penalty  provisions  of  draft 
S  950.8  would  apply  to  State  and  local 
officials  administering  a  CSSCP.  Some  of 
those  cwnmenting  also  formed  the  opin¬ 
ion  that  the  provisions  of  draft  §  950.8 
would  supersede  any  State  penalties  and 
thereby  remove  enforcement  from  State 
and  local  control. 

In  order  to  eliminate  any  fmther  mis¬ 
understanding,  the  Commissioner  has  re¬ 
vised  §  950.8.  Revised  §  950.8(a)  states 
that  these  penalties  do  not  apply  to  stat¬ 
utes,  ordinances,  and  regulations  that 
govern  the  official  conduct  of  Federal, 
State,  and  locsd  agencies  and  their  per¬ 
sonnel.  Revised  §  950.8(b)  makes  it  clear 
that  the  penalties  provided  under  §  950.8 
(a)  are  in  addition  to  and  do  not  suiJer- 
sede  those  provided  by  State  and  local 
law.  Furthermore,  it  will  be  the  policy  of 
the  Food  and  Drug  Administration  to 
defer  to  State  and  local  authorities 
whenever  enforcement  imder  provisions 
of  State  and  local  law  is  sufficient  to  en¬ 
sure  compliance.  Food  and  Drug  Admin¬ 
istration  policy  is  to  coordinate  its  re- 
somces  with  those  existing  within  the 
State  to  supplement,  rather  than  replace. 
State  and  local  manpower  and  physical 
capabilities. 

10.  Draft  $§  951.7  and  952.3  dealing 
with  discharge  and  disposal  of  body 
wastes  from  boats  used  in  harvesting 
have  been  revised.  These  sections  now 
require  discharges  from  harvesting  boats 
to  meet  the  marine  sanitation  devices 
regulations  (33  CFR  Part  159).  The 
problem  of  controlling  human  body 
waste  discharges  from  vessels  into  ap¬ 
proved  shellfish  harvesting  waters  has 
been  of  continuing  public  health  concern. 
The  enactment  of  the  1972  Federal 
Water  Pollution  Control  Act  (33  U.S.C. 
1251)  provided  for  the  issuance  of  stand¬ 
ards  and  regulations  for  marine  sanita¬ 
tion  devices  on  board  vessels.  The  U.S. 
Environmental  Protection  Agency  has 
the  responsibility  for  the  promulgation 
of  stsmdards  for  marine  sanitation  de¬ 
vices.  Enforcement  of  marine  sanitation 
devices  regulations  is  the  responsibility 
of.  the  n.S.  Coast  Guard.  The  initial 
standards  and  regulations  for  marine 
sanitation  devices  were  published  in  the 
Federal  Register  of  January  30,  1975 
(40  FR  4621). 

Operation  of  marine  sanitation  de¬ 
vices  according  to  these  standards  and 
regulations  will  not  fully,  protect  ap¬ 
proved  shellfish  waters,  '^^ere  vessel 
traffic  is  heavy  and  in  close  proximity  to 
approved  shellfish  waters.  State  shellfish 
control  authorities  are  urged  to  con¬ 
sider  such  waters  as  “specified  waters" 
under  Section  312(f)(4)  of  the  1972 
Federal  Water  Pollution  Control  Act,  33 
UJ3.C.  1322(f)(4).  which  states:  “If  the 
Administrator  [of  the  U.S.  Environ¬ 


mental  Protection  Agency]  determines 
upon  application  by  a  State  that  the  pro- 
t^tion  and  enhancement  of  the  quality 
of  specified  waters  within  such  State 
requires  such  a  prohibition,  he  shall  by 
regulation  completely  prohibit  the  dis¬ 
charge  from  a  vessel  of.  any  sewage 
(whether  treated  or  not)  into  such 
waters”. 

11.  The  draft  Part  952,  Subpart  B — 
Shellfish  Depuration,  describe  good 
depuration  practices  based  upon  current 
United  States  commercial  depuration 
processes,  literature  review,  and  limited 
depuration  research  studies  on  certain 
commercial  species.  A  stated  principle  of 
the  NSSP  has  been  that  any  depuration 
process  of  proven  effectiveness  will  be  ac¬ 
ceptable  to  the  State  shellfish  control 
authority  and  the  U.S.  Public  Health 
Service.  Several  comments  questioned 
the  lack  of  specific  depuration  criteria 
and  cited  the  need  for  critical  monitor¬ 
ing  control  parameters  for  the  important 
commercial  species  that  may  be  sub¬ 
jected  to  the  depuration  process. 

The  Commissioner  concurs  in  the  need 
for  more  specific  criteria  to  regulate 
shellfish  depuration  processes;  however, 
only  the  depuration  process  for  the  soft 
shell  clam,  Mya  arenaria.  has  been 
proven  effective  for  the  removal  of  bac¬ 
teriological  contaminants  under  actual 
commercial  operations.  Depuration 
processes  for  other  commercial  shellfish 
species  are  imder  development.  The 
Commissioner  concludes  that  regulations 
governing  all  shellfish  depuration  proc¬ 
esses  should  not  necessarily  be  based 
upon  practices  or  design  features  pres¬ 
ently  used  for  one  species.  Therefore, 
Subpart  B  in  the  draft  has  been  deleted 
and  the  general  principles  controlling 
depuration  processes  are  stated  in  a  new 
§  952.6.  It  is  the  Commissioner’s  plan  to 
add  more  specific  requirements  to  Part 
952  as  they  are  warranted  by  scientific 
evaluations  of  the  depuration  process  in 
the  future. 

12.  Several  of  the  comments  from  the 
States  raised  issues  regarding  the  eco¬ 
nomic  impact  of  the  proposed  regula¬ 
tions.  Estimates  of  the  cost  of  develop¬ 
ing  and  implementing  the  necessary 
regulations  were  diverse.  One  State  in¬ 
dicated  that  the  cost  would  be  approx¬ 
imately  one-quarter  the  value  of  all 
shellfish  land^  in  its  jurisdiction.  An¬ 
other  State  estimated  the  cost  at  twice 
the  landed  value  of  its  shellfish.  A  num¬ 
ber  of  these  comments  stated  that  Fed¬ 
eral  monetary  support  would  l^e  neces¬ 
sary  and  that  “*  •  •  producing  states 
should  not  bear  the  burden  ^one  for 
shellfish  product  safety.”  The  general 
consensus  of  these  comments  was  that 
the  expense  of  the  proposed  National 
Shellfish  Safety  Program  would  be 
greater  than  the  benefits. 

The  Commissioner  has  carefully 
weighed  the  public  health  aspects  of 
these  proposed  regulations  and  con¬ 
cludes  that  the  public  health  considera¬ 
tions  continue  to  be  his  primary  con¬ 
cern.  He  fully  recognizes  that  these 
proposed  regulations  may  have  a  per¬ 
vasive  impact  on  the  States  and  many 
of  the  establishments  engaged  In  the 


harvesting  and/or  processing  of  shell¬ 
fish.  However,  the  public  health  concerns 
are  paramoimt,  and  the  Commissioner 
has  no  choice  but  to  relegate  economic 
considerations  to  a  secondary  level  of 
importance.  This  does  not  mean,  how¬ 
ever,  that  the  Commissioner  will  Ignore 
and  not  be  amenable  to  valid  economic 
considerations  voiced  by  affected  par¬ 
ties.  The  proposed  NSSP  regulations  are 
dependent  upon  cooperation  between 
industry,  the  States,  and  the  Federal 
government.  Therefore,  a  prohibitively 
expensive  program  would  avail  the  con¬ 
sumer  little  or  nothing  in  the  way  of 
increased  protection.  The  Commissioner 
wishes  to  give  these  economic  matters 
additional  consideration.  These  com¬ 
ments,  however,  did  not  particularize 
their  economic  concerns  to  the  extent 
necessary  for  adequate  evaluation.  In 
order  to  bring  the  potential  economic 
problems  to  the  fore,  the  Commissioner 
specifically  solicits  economic  data  from 
industry,  the  States,  and  consumers.  He 
is  most  interested  in  having  the  oppor¬ 
tunity  to  consider  all  existing  data  re¬ 
lating  to  the  following  issues: 

(1)  An  analysis.  In  as  precise  detail  as 
possible,  of  any  probable  price  effects  on 
markets,  consumers,  and  businesses. 

(2)  The  cost  impact  on  State  and  local 
govermnent. 

(3)  An  analysis  of  reasonable  alternatives 
to  the  proposed  regulations,  their  costs,  bene¬ 
fits,  risks  and  probable  mflationary  Impact 
compared  with  the  pro]>osed  action. 

-  Any  economic  statement  submitted 
under  paragraph  (1)  or  (2)  above  should 
consist  of  a  comparison  between  full  ad¬ 
herence  to  the  current  National  Shellfish 
Sanitatibn  Program  and  the  proposed 
program.  For  example,  a  State  should 
delineate  the  cost  of  maintaining  its 
present  program  and  then  present  a  cor¬ 
responding  comparison  with  the  program 
provided  by  this  proposal.  A  shellfish 
processor,  for  example,  should  delineate 
his  present  method  of  operation  and  the 
cost  involved,  as  well  as  providing  his 
anticipated  costs  under  the  proposed  reg¬ 
ulations.  In  order  to  apprise  the  Com¬ 
missioner  properly,  all  cost  figures  sub¬ 
mitted  should  be  based  on  current  dollar 
values. 

In  conclusion,  it  should  be  noted 
again  that  the  current  NSSP  has  been 
imder  intensive  review  by  the  Pood  and 
Drug  Administration  since  1971.  During 
that  period  of  time  various  alternative 
approaches  have  been  discussed  and  dis¬ 
missed  in  favor  of  the  program  in  these 
proposed  regulations.  The  approach  used 
by  the  Food  and  Drug  Administration  in 
drafting  these  proposed  regulations  has 
been  to  abide  by  the  general  and  familiar 
technical  concepts  that  are  embodied  in 
the  current  NSSP.  In  order  to  achieve 
uniformity,  however,  the  Commissioner 
has  included  new  procedural  rules  that 
are  nonexistent  under  the  current  NSSP. 

The  basic  concepts  contained  within 
these  proposed  regulations  have  been  dis¬ 
cussed  with  State  and  Industry  repre¬ 
sentatives  at  the  national  woi^hop  that 
was  held  In  New  Orleans,  Louisiana  in 
1974.  Moreover,  for  the  past  2  years, 
the  Food  and  Drug  Administration  has 
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taken  every  available  opportunity  to  gain 
input  from  all  concerned  parties  through 
the  national  workshops,  regional  meet¬ 
ings,  numerous  other  discussions  and 
speaking  engagements  by  Food  and  Drug 
personnel,  and  comments  recently  re¬ 
ceived  in  response  to  the  prepublication 
draft  of  the  proposed  regulations.  The 
present  proposed  regulations  have 
emerged  from  this  background. 

The  Commissioner  considers  the  pres¬ 
ervation  of  a  voluntary  system  of  coop¬ 
eration  to  be  vital,  and  the  only  reason¬ 
able  alternative.  In  the  absence  of  such 
a  program,  the  Commissioner  would  be 
relegated  to  one  of  several  undesirable 
courses  of  action;  (1)  Totally  prohibit 
the  sale  of  shellfish;  (2)  totally  prohibit 
the  sale  of  raw  shellfish;  or  (3)  require 
a  lot  by  lot  analysis  of  shellfish.  The  first 
two  courses  of  action  would,  of  course, 
have  a  disastrous  impact  on  the  industry 
and  would  deprive  the  consumer  of  what 
has  become  a  traditional  food  for  many 
Americans.  The  third  approach,  already 
discussed  and  discarded  as  an  approach 
for  imported  shellfish,  presents  analyti¬ 
cal  and  inspectional  limitations. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402,  403,  701(a) ,  52  Stat.  1046- 
1048,  1055,  as  amended  (21  U.S.C.  342, 
343,  371(a)))  and  the  Public  Health 
Service  Act  (secs.  301,  308,  311,  361,  58 
Stat.  691,  703,  as  amended  (42  U.S.C. 
241,  242f,  243,  264) )  and  under  author¬ 
ity  delegated  to  the  Commissioner  (21 
CFR  2.120) ,  it  is  proposed  that  Chapter 
I  of  Title  21  of  the  Code  of  Federal  Reg¬ 
ulations  be  amended  by  adding  new 
Parts  950,  951,  and  952  to  read  as 
follows; 

PART  950— NATIONAL  SHELLFISH  SAFETY 
PROGRAM*  (NSSP)— ADMINISTRATION 

Subpart  A — General  Provlelona 

Sec. 

960.1  National  Shellfish  Safety  Program — 
NSSP. 

950.3  Definitions. 

950.4  Lawful  harvesting  and  processing  of 

shellfish. 

950.5  Unlawful  harvesting  and  processing 

of  shellfish. 

950.6  Certification  to  ship  In  Interstate 

commerce. 

960.7  Penalties  and  other  remedies. 

950.8  Technical  assistance,  training,  con¬ 

ferences,  and  workshops, 

950.9  Market  quality  control. 

Subpart  B — Administrative  Procedures 

960.20  Initial  approval  of  a  Comprehensive 

State  Shellfish  Control  Plan. 

950.21  Program  appraisal  procedures. 

950.22  Withdrawal  of  approval  of  a  Com¬ 

prehensive  State  Shellfish  Control 
Plan. 

950.23  Procedure  for  reapproval  of  a  Com¬ 

prehensive  State  Shellfish  Control 
Plan. 

950.24  Revocation  of  certification  to  ship 

in  Interstate  commerce. 

950.26  Certification  of  firms  in  States  with¬ 
out  an  approved  Comprehensive 
State  Shellfish  Control  Plan. 

950.26  Classification  of  growing  areas. 

950.27  Hearing  procediue. 

Subpart  C — Importation  of  Shoilfish 

950.30  Impm^tlon  of  shellfish. 

960.31  Permits. 

950.32  Import-export  agreement. 


AuTHOamr:  Secs.  402,  403,  701(a),  Pub.  L. 
717,  52  Stat.  1046-1048,  1055,  as  amended  (21 
U.S.C.  342,  343,  371(a)):  secs.  301,  308,  311, 
361,  Pub.  li.  410,  58  Stat.  691,  693,  703,  74  Stat. 
364,  as  amended  (42  U.S.C.  241,  242f,  243, 
264). 

Subpart  A — General  Provisions 

§  950.1  National  Shellfish  Safety  Pro¬ 
gram— NSSP. 

The  regulatiMis  in  Parts  950  through 
952  of  this  chapter  may  be  referred  to  as 
the  “National  Shellfish  Safety  Program” 
(NSSP) . 

§  950.3  Definitions. 

For  the  purposes  of  Part  950  through 
952  of  this  chapter,  the  following  defini¬ 
tions  apply : 

(а)  Administrative  definitions.  (1) 
“Central  file”  means  a  place  in  which 
shellfish  control  program  informatlmi, 
data,  and  reports  are  stored  and  main¬ 
tained. 

(2)  “Coliform  group”  includes  all  of 
the  aerobic  and  facultative  anaerobic, 
Oram-negative,  nonsporeforming  bacilli 
which  ferment  lactose  with  gas  forma¬ 
tion  within  48  hours  at  35”  C. 

(3)  “Commissioner”  means  the  Com¬ 
missioner  of  Food  and  Drugs. 

(4)  “Comprehensive  State  Shellfish 
Control  Plan”  (CSSCP)  means  a  State 
plan  which  describes,  in  accordance  with 
the  provisions  of  Part  951  of  this  chapter, 
the  legal,  administrative  and  investiga¬ 
tory  activities  necessary  for  the  sanitary 
control  of  shellfish  growing  areas  and  the 
shellfish  Industry. 

(5)  “Fecal  coliform  group”  means  any 
bacteria  as  defined  imder  the  coliform 
group  which  will  produce  gas  in  E.C. 
medium  within  24  hofirs  at  44.5”  C  in  a 
water  bath. 

(б)  “Memorandum  of  Understanding” 
means  a  written  document  between  two 
or  more  State  agencies  defining  each 
agency’s  responsibilities  in  administering 
the  State’s  shellfish  control  program. 

(7)  “Lot  of  shell  stock”  means  a  collec¬ 
tion  of  no  more  than  a  day’s  production 
of  shell  stock  harvested  from  a  single 
coded  growing  area  tract  by  one  or  more 
harvesters. 

(8)  “Lot  of  shucked  shellfish”  means  a 
collection  of  primary  containers  or  units 
of  the  same  size,  type,  and  style,  pro¬ 
duced  imder  conditions  as  necu’ly  uni¬ 
form  as  possible,  designated  by  a  cmn- 
mon  container  code  or  marking,  and  In 
any  event,  no  more  than  a  day’s  produc¬ 
tion. 

(9)  “Most  probable  number”  (MPN) 
means  a  statistical  estimate  of  the  num¬ 
ber  of  bacteria  per  unit  volume,  deter¬ 
mined  from,  the  niunber  of  positive  re¬ 
sults  in  a  series  of  fermentation  tubes. 
A  complete  discussion  of  MPN  deter¬ 
minations  and  computations.  Including 
MPN  tables,  can  be  found  in  “Standard 
Methods  for  the  Examination  of  Water 
and  Waste  Water,”  13th  ed,  (1971) 
American  Public  Health  Association, 
Washington,  D.C.‘ 

(10)  “Shall”  refers  to  mandatory  re¬ 
quirements  and  “should”  refers  to  rec- 


1  Copies  may  be  obtained  from:  American 
Public  Health  Association.  1016  18th  Street 
NW..  Washington,  D.C.  20036. 


ommended  or  advisory  procedures  or 
equipment. 

(11)  “State”  means  any  State  or  Ter¬ 
ritory  of  the  United  States,  the  District 
of  Columbia,  and  the  Commonwealth  of 
Puerto  Rico. 

(12)  “State  shellfish  control  authority” 
means  the  State  ag^cy  or  agencies  hav¬ 
ing  the  legal  authority  to  classify  shell¬ 
fish  growing  waters;  issue  permits  or 
certificates;  regulate  and  control  har¬ 
vesting,  shipping  and  handling  of  shell¬ 
fish;  conduct  appropriate  water  and 
shellfish  analyses;  and  take  such  admin¬ 
istrative  action,  as  may  be  necessary,  to 
ensure  that  only  safe  and  wholesome 
shellfish  reach  the  consumer  market. 

(13)  “State  survey  officer”  means  a 
State  official  designated  by  the  State 
shellfish  control  authority  who  is  re¬ 
sponsible  for  the  accuracy  of  the  sanitary 
survey  data,  the  validity  of  the  classifica¬ 
tions  and  reclassifications  of  shellfish 
growing  areas,  and  the  adequacy  of  the 
sanitary  survey  reports. 

(b)  Shellfish  control  definitions.  (1) 
“Approved  area”  means  the  classifica¬ 
tion  of  a  shellfish  growing  area  which 
has  been  approved  by  the  State  shellfish 
control  authority  for  growing  or  harvest¬ 
ing  of  shellfish  for  direct  marketing. 

(2)  “Bait  harvesting”  means  the  col¬ 
lection  of  shellfish  from  a  shellfish  grow¬ 
ing  area  by  a  person  for  the  exclusive 
use  as  bait  for  fishing. 

(3)  “Closed  safety  zone”  means  an 
area  between  a  waste  treatment  facility, 
or  other  variable  source  of  pollution,  and 
a  conditionally  approved  area,  the  size 
of  which  is  determined  by  the  sanitary 
condition  of  the  area  and  the  time  re¬ 
quired  for  the  area  to  be  closed  in  the 
event  of  a  treatment  failure  or  a  pollu¬ 
tion  discharge. 

(4)  "Conditionally  approved  area” 
means  the  classification  of  a  shellfish 
growing  area  which  might  be  subjected 
to  Intermittent  contamination  and  is  ap¬ 
proved  for  direct  market  harvesting  only 
under  specific  conditions. 

(5)  “Depiuation”  means  the  process  by 
which  shellfish  cleanse  themselves  of  mi¬ 
crobiological  contaminants  in  a  con¬ 
trolled  process  water  environment. 

(6)  “Growing  area”  means  any  off¬ 
shore  ocean,  coastal,  estuarine  or  fresh 
water  area  suitable  for  natural  shellfish 
growth  of  artificial  shellfish  propagation. 

(7)  “Harvester”  means  one  who  takes 
shellfish  from  the  growing  areas,  other 
than  a  person  engaged  in  recreational 
harvesting. 

(8)  “Marine  biotoxins”  means  poisons 
which  have  been  concentrated  tempo¬ 
rarily  by  shellfish  from  free-swimming, 
one-celled  marine  organisms,  most  com¬ 
monly  associated  with  the  dlnofiagellates, 
Gonyaulax  catenella,  G.  tamarensis,  and 
Gymnodinium  breve. 

(9)  “Performance  standard”  means 
the  effluent  requirements  that  are  to  be 
achieved  for  a  major  source  of  pollution 
that  may  affect  the  water  quality  in  a 
shellfish  growing  area. 

(10)  “Prohibited  area”  means  the  clas¬ 
sification  of  a  shellfish  growing  area 
where  hazardous  levels  of  toxic  material 
or  pathogenic  microorganisms  might 
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reach  the  area  or  where  a  sanitary  sur¬ 
vey  has  not  been  made  of  the  area.  The 
taking  of  shelUlsh  from  prohibited  areas 
for  direct  marketing  ^all  be  prohibited. 

(11)  “Reappraisal”  means  a  field  and 
office  review  of  the  sanitary  condition  of 
a  shellfish  growing  area  to  determine  If 
there  has  been  any  change  since  the  last 
sanitary  survey  or  reappraisal. 

(12)  “Recreational  harvesting”  means 
the  collection  of  shellfish  from  a  shell¬ 
fish  growing  area  by  an  individual  for 
his  own  or  his  family’s  exclusive  use. 

(13)  “Relaying”  means  the  moving  of 
commercial-size  shellfish  from  waters  not 
classified  as  approved  to  waters  classi¬ 
fied  as  approved,  conditionally  approved, 
or  restricted  for  the  purpose  of  natural 
purification.  Commercial  size  Is  deter¬ 
mined  by  the  applicable  State  law.  The 
replanting  of  subcommercial  size  or  seed- 
stock  shellfish  Is  not  a  relaying  operation 
regardless  of  initial  growing  area  classi¬ 
fication. 

(14)  “Restricted  area”  means  the  clas¬ 
sification  of  a  shellfish  growing  area  sub¬ 
jected  to  moderate  degrees  of  pollution 
from  which  the  State  shellfish  control 
authority  may  allow  the  taking  of  shell¬ 
fish  for  depuration  and  relaying. 

(15)  “Sanitary  survey”  means  an  eval¬ 
uation  of  all  factors  having  a  bearing  on 
the  sanitary  quality  of  a  shellfish  grow¬ 
ing  area,  including  soimces  of  pollution, 
the  effects  of  wind,  tides,  and  currents  in 
the  distribution  and  dilution  of  pollut¬ 
ing  materials  and  the  bacteriological 
Quality  of  the  water. 

(16)  “Shellfish”  means  all  edible  spe¬ 
cies  of  molluscan  bivalves  except  scallop 
species  from  the  family  Pectinidae. 

(17)  “Transplanting”  means  the  mov¬ 
ing  of  subcommercial  size  shellfish  from 
an  approved  area  to  another  approved 
area  for  the  purpose  of  propagation  or 
for  reharvesting.  Commercial  size  is  de¬ 
termined  by  the  applicable  State  law. 

(c)  Processing  and  packaging  defini¬ 
tions.  (1)  “Blower”  means  a  tank  or  vat 
used  for  washing  shucked  shellfish,  uti¬ 
lizing  forced  air  as  a  means  of  agitation. 

(2)  “Bluff”  means  that  portion  of 
shucked  shellfish  in  excess  of  a  standard 
measure  used  to  record  shucker  output 
in  the  poking  room. 

(3)  “Dry  storage”  means  the  storage 
of  shell  stock  out  of  water. 

(4)  “Pood-contact  surface”  means  the 
parts  of  food  equiixnent,  including  auxil¬ 
iary  equipment  (such  as  blower  pipes  and 
drain  valves),  which  may  be  in  contact 
with  the  food  being  processed,  or  be  sub¬ 
ject  to  drainage  into  the  porticm  of  equip¬ 
ment  with  which  food  is  in  ccmtact. 

(5)  “Internal  temperature”  means  the 
actual  temperature  of  shucked  shdlfish, 
and  not  the  air  temperature  of  the  re¬ 
frigerator  in  which  the  shellfish  may  be 
stored. 

(6)  “Label”  means  any  written, 
printed,  or  graphic  matter  affixed  to  or 
ai^iearing  upon  any  package  containing 

Rh«»nflKh. 

(7)  “Processor”  means  a  r^Docker, 
shell  stock  shipper,  or  shucker-packer.  It 
does  not  in^ude  a  reshipper,  which  is  a 
person  who  trans-ships  dincked  shellfish 


in  original  containers,  or  shell  stock, 
from  certified  shellfish  shippers  to  other 
dealers.  dlstrlbutcM^,  or  to  final  consiun- 
ers.  A  reshipper  does  not  shuck  or  repack 
shellfish. 

(8)  “Repacker”  means  a  person,  other 
than  the  original  shucker,  who  primarily 
packs  shucked  ^ellfish  into  containers. 
Processors  classified  as  repackers  may 
shuck  shellfish  if  they  have  the  necessary 
facilities.  Shucker-packers  are  classified 
as  repackers  if  shucked  shellfish  are  reg¬ 
ularly  rei>acked. 

(9)  “Safe”  materials  are  manufac¬ 
tured  from  or  compKXsed  of  materials  that 
may  not  reasonably  be  expected  to  re¬ 
sult,  directly  or  indirectly,  in  their  be¬ 
coming  a  component  or  otherwise  affect¬ 
ing  the  characteristics  of  any  food.  Other 
materials  are  “safe”  only  if  they  are  not 
food  additives  or  color  additives  as  de¬ 
fined  in  section  201  (s)  or  (t)  of  the  Fed¬ 
eral  Pood.  Drug,  and  Cosmetic  Act  as 
used,  or  if  they  are  food  additives  or  color 
additives  as  so  defined,  they  are  “safe” 
only  if  they  are  used  in  conformity  with 
regulations  established  pursuant  to  sec¬ 
tion  409  or  section  706  of  the  act. 

(10)  “Shell  stock"  means  shellfish 
which  remain  in  their  shells. 

(11)  “Shell  stock  shipper”  means  a 
person  who  grows,  harvests,  depurates, 
or  repackages  shell  stock  and  does  not 
shuck  shellfish  or  rei>ack  shucked  shell¬ 
fish. 

(12)  “Shucked  shellfish”  means  shell¬ 
fish,  or  parts  thereof,  which  have  been 
removed  from  their  shells. 

(13)  “Shucker-packer”  means  a  per¬ 
son  who  shucks  and  packs  shellfish. 

( 14)  “Thermal  process”  means  the  ap¬ 
plication  of  heat  to  food,  either  before 
or  after  sealing  in  a  hermetically  sealed 
container,  for  a  period  of  time  and  at  a 
temperature  scientifically  determined  to 
be  adequate  to  ensure  destruction  of  mi¬ 
croorganisms  of  public  health  signifi¬ 
cance,  as  well  as  any  microorganisms  of 
nonhealth  significance  capable  of  repro¬ 
ducing  in  the  food  under  normal  nonre¬ 
frigerated  conditions  of  storage  and  dis¬ 
tribution. 

(15)  “Wet  storage”  means  the  tempo¬ 
rary  storage  of  shell  stock  in  tanks,  floats, 
or  natural  bodies  of  water. 

§  950.4  Lawful  harvesting  and  process* 
ing  of  shellfish. 

(a)  The  harvesting  of  shtilfish  and 
the  iH'ocessing  of  shellfish  for  distribu¬ 
tion  in  Interstate  commerce  as  fresh  or 
frozm  shellfish  may  take  place  in  a  State 
that  has  an  approved  Comprehensive 
State  Shellfish  Ctmtrol  Plan  meeting  the 
applicalde  requirements  of  Parts  950 
through  952  of  this  chapter  by  persons 
certified  by  that  State  as  meeting  tiie 
requirements  of  the  (TSSCP. 

(b)  The  processing  of  shellfish  for 
shipment  in  Interstate  commerce  as  fresh 

frozen  shellfish  may  take  place  in  a 
State  that  does  not  have  an  approved 
C7SSCP  by  persons  authorized  to  do  eo 
imder  the  provisions  of  {  950.25. 

(c)  Fresh  and  frozen  shellfi^  may  be 
Imported  pursuant  to  the  provisions  of 
Siffipart  C  this  part  by  persons  cer¬ 


tified  to  do  so  by  the  government  of  the 
coimtry  in  which  the  shellfish  are  har¬ 
vested  and  processed. 

§  950.5  Unlawful  harvesting  and  prcH*- 
easing  of  shellfish. 

The  harvesting  of  shellfish,  the  proc¬ 
essing  of  shellfish  for  distribution  in  in¬ 
terstate  commerce  as  fresh  or  frozen 
shellfish  and  the  processing  of  shellfish 
after  shipment  in  interstate  commerce 
for  distribution  as  fresh  or  frozen  shell¬ 
fish  is  prohibited,  except  as  permitted  in 
Parts  950  through  952  of  this  chapter. 

§  950.6  Certification  to  ship  in  intcr^latc 
commerce. 

(a)  No  processor  shall  ship  fresh  or 
frozen  shellfish  in  interstate  commerce 
unless  the  processor  is  certified  to  ship 
in  interstate  commerce  upon  a  deter¬ 
mination  that  said  processor  complies 
with  the  requirements  of  Parts  950 
through  952  of  this  chapter: 

(1)  By  the  State  shellfish  control  au¬ 
thority  of  the  State  in  which  located;  or 

(2)  By  the  government  of  tiie  foreign 
country  in  which  located,  pursuant  to 
an  import-export  agreement  in  accord¬ 
ance  with  Subpart  C  of  this  part;  or 

(3)  By  the  Food  and  Drug  Adminis¬ 
tration.  piursuant  to  the  provisions  of 
S  950.25. 

(b)  The  Food  and  Drug  Administra¬ 
tion  may  revoke  a  certification  to  ship  in 
interstate  commerce  made  by  a  State 
shellfish  control  authority  or  by  the  gov¬ 
ernment  of  a  foreign  country,  pursuant 
to  the  provisions  of  S  950.24. 

(c)  No  processor  shall  use  any  inter¬ 
state  certification  number  issued  pursu¬ 
ant  to  §  951.5  of  this  chapter,  or  any 
number  that  in  form  resembles  such  an 
interstate  certification  number,  if  its 
certification  to  ship  in  interstate  com¬ 
merce  has  been  revoked. 

(d)  A  certiflcati(»i  to  ship  in  interstate 
commerce  is  not  effective  until  the  State 
or  foreign  certifying  official  forwards  to 
the  Food  and  Drug  Administration  notice 
of  such  certification.  The  required  infor¬ 
mation,  which  includes  the  shipper’s 
name,  town,  and  interstate  certification 
number,  shall  be  submitted  cm  Form  FD- 
3036b,  SHELLFISH  CERTIFICATION. 
Revocation  of  a  certificaticm  to  ship  in 
interstate  commerce  is  effective  imme¬ 
diately.  The  State  or  foreign  certifying 
official  shall  promptly  notify  the  Food 
and  Drug  Adminlstraticm  of  such  a  revo¬ 
cation  by  submitting  Form  PD-3038C, 
CERTIFICATE  CANCELLATION.  The 
forms  are  available  from  the  Food  and 
Drug  Administration,  Bureau  of  Foods, 
Shellfish  Sanitation  Branch  (HFF-417), 
200  C  St.  SW..  Washington,  DC  20204, 
and  completed  forms  shall  be  forwarded 
to  this  same  address  and  the  appropriate 
Fcxxl  and  Drug  Administration  re^onal 
office.  Copies  of  the  list  maintained  by 
the  Focxl  and  Drug  Administration  are 
available  from  the  same  Washington, 
D.C.  address.  Each  State  and  foreign 
government  shall  maintain  a  current  list 
of  processors  certlfled  to  ship  In  inter¬ 
state  commerce. 
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§  950.7  Penalties  and  other  remedies. 

(a)  Any  person  who  violates  any  regu¬ 
lation  in  Parts  950  through  952  of  this 
chapter  or  who  violates  any  statute,  ordi¬ 
nance.  or  regulation  that  is  part  of  a 
CSSCP,  which  are  hereby  incorporated 
and  adopted  by  reference,  shall  be  subject 
to  a  fine  of  not  more  than  $1,000  or  im¬ 
prisonment  for  not  more  than  1  year,  or 
both,  for  each  violation,  in  accordance 
with  section  368  of  the  Public  Health 
Service  Act  (42  U.S.C.  271).  In  addition, 
any  person  who  violates  any  regulation 
in  Parts  950  through  952  of  this  chapter, 
with  respect  to  shellfish  subject  to  the 
provisions  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  shall  also  be  subject  to  the 
penalties  provided  for  in  section  303  of 
that  act  (21  U.S.C.  333).  These  penalties 
do  not  apply  to  statutes,  ordinances,  and 
regulations  that  govern  the  official  con¬ 
duct  of  Federal,  State,  and  local  agencies 
and  their  personnel. 

(b)  These  penalties  are  in  addition  to 
all  penalties  and  other  legal  remedies 
prodded  for  by  State  and  local  law.  It  is 
the  policy  of  the  Food  and  Drug  Admin¬ 
istration  in  administration  of  the  NSSP 
to  defer  to  enforcement  by  State  and 
local  authorities  imder  provisions  of 
State  and  local  law  whenever  it  is  suffi¬ 
cient  to  ensure  compliance. 

(c)  Shellfish  not  harvested,  processed, 
and  labeled  as  required  by  Parts  950 
through  952  of  this  chapter  are  deemed 
to  have  been  prepared,  packed,  or  held 
under  insanitary  conditions  whereby  they 
may  have  become  contaminated  with 
filth,  or  whereby  they  have  been  rendered 
injurious  to  health,  in  violation  of  secticm 
402(a)  (4)  of  the  act  (21  U.S.C.  342(a) 
(4)). 

§  950.8  Technical  assistance,  training, 
conferences  and  workshops. 

(a)  The  Food  and  Drug  Administra¬ 
tion  will  provide  technical  assistance  and 
consultation  to  the  State  shellfish  control 
authority  in  the  control  of  shddfish. 
Technical  assistance  might  Include,  but 
is  not  limited  to,  co(n>erative  growing 
area  studies,  evaluation  of  shellfish  depu¬ 
ration  processes,  and  sanitary  microbio¬ 
logical  studies. 

(b)  The  Pood  and  Drug  Administra¬ 
tion  will  provide  training  for  Federal, 
State,  and  local  regulatory  officials  and 
other  related  officials  for  the  purpose  of 
achieving  imiformity  and  standardiza¬ 
tion  of  operations  between  the  various 
State  shellfish  control  authorities.  Hiis 
training  might  include,  but  is  not  lim¬ 
ited  to,  laboratory  meUiods  and  proce¬ 
dures,  growing  area  classification  proce¬ 
dures,  patrol  procedures,  and  inspection 
procedmes  of  shellfish  shippers  and 
firms, 

(c)  The  Pood  and  Drug  Administra¬ 
tion  may  conduct  conferences  and  work¬ 
shops  for  State  shellfish  control  author¬ 
ities,  the  shellfish  Industry  and  other 
interested  persons  to  discuss  technical 
and  administrative  matters  relating  to 
the  National  l^ellfish  Safety  Program 
and  to  make  recommendations  to  the 
Commissioner  on  matters  concerning 
Parts  950  through  952  of  this  chapter. 
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§  950.9  Market  quality  control. 

All  States  should  adopt  a  program  to 
assure  the  safe  handliiig  of  fresh  and 
frozen  shellfish  at  the  wholesale  and  re¬ 
tail  levels  of  distribution.  Such  a  program 
should  include: 

(a)  Inspection  of  shellfish  distributors 
and  enforcement  of  regulations  to  assure 
the  proper  handling  of  shellfish. 

(b)  Provision  that  shucked  shellfish 
are  refrigerated  in  crushed  ice  or  held  at 
45*  P  or  below  in  order  to  maintain 
shucked  shellfish  in  a  wholesome  state. 

(c)  Provision  that  only  certified  fresh 
and  frozen  shellfish  are  marketed  in 
properly  labeled  containers. 

Subpart  B — Administrative  Procedures 

§  950.20  Initial  approval  of  a  Compre¬ 
hensive  State  Shellfish  Control  Flan. 

(a)  Each  State  that  plans  to  develop 
a  CSSCP  should  submit  to  the  appro¬ 
priate  Regional  Office  of  the  Pood  and 
Drug  Administration  a  letter  of  Intent 
within  30  days  after  publication  in  the 
Federal  Register  of  these  regulations  as 
a  final  order.  The  CSSC7P  should  be  sub¬ 
mitted  within  15  months  of  such  pub¬ 
lication. 

(b)  The  State  shellfish  control  au¬ 
thority  shall  submit  the  CSSCP  to  the 
appropriate  Regional  Office  of  the  Food 
and  Drug  Administration.  If  more  than 
one  agency  is  Involved,  one  agency  shall 
submit  a  complete  and  coordinated 
CSSCP. 

(c)  The  Regional  Food  and  Drug  Di¬ 
rector  shall  initiate  review  of  the  CSSCP 
for  compliance  with  Parts  950  through 
952  of  this  chapter  and  forward  the  plan 
through  the  Food  and  Drug  Administra¬ 
tion  administrative  channels  for  review. 
Within  120  days  after  receipt  by  the 
Food  and  Drug  Administration  of  the 
CSSCP,  the  Commissioner  shall  issue  an 
order  of  approval  of  the  CSSCP  or  the 
Regional  Food  and  Drug  Director  shall 
issue  a  proposed  order  of  disapproval. 
Any  propos^  order  of  disapproval  shall 
state  in  specific  terms  the  reasons  for 
disapproval  and  the  necessary  changes, 
moi^cations,  or  additions  required  for 
approval. 

(d)  Representatives  of  the  Food  and 
Drug  Administration  shall  meet  with 
State  officials  to  discuss  any  proposed 
order  of  disapproval,  if  requested.  Ad¬ 
ditional  propo^  orders  may  be  Issued 
where  appropriate.  Any  changes  in  the 
CSSCP  should  be  made  by  the  State 
shellfish  control  authority  within  60  days 
after  receipt  of  the  proposed  order  of 
disapproval  and  should  be  submitted  to 
the  appropriate  Regional  Office  of  the 
Food  and  Drug  Administration.  The 
changes  shall  be  expeditiously  reviewed 
by  the  Food  and  Drug  Administration. 

(e)  The  Commissioner  shall  issue  a 
final  order  of  approval  or  disapproval 
within  210  days  after  receipt  of  the 
CSSCP  by  the  Food  and  Drug  Adminis¬ 
tration.  Any  order  of  disapproval  shall 
state  in  specific  terms  the  reasons  for 
disapproval  and  the  necessary  changes, 
modifications,  or  additions  required  for 
approval. 

(f )  The  Commissioner  may  extend  the 
period  of  time  allowed  for  final  approval 
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or  disapproval  of  the  CSSCJP  if  a  final 
decision  cannot  be  reached  within  the 
time  allowed,  despite  diligent  effort  and 
timely  submission  by  the  affected  parties. 
If  such  an  extension  is  made  prior  to  the 
effective  date  of  these  regulations,  the 
State  involved  shall  be  deemed,  for  the 
purposes  of  S  950.4,  to  have  an  approved 
CSSCP  until  60  days  after  a  final  order 
of  disapproval  is  Issued. 

(g)  A  CSSCP  may  be  approved  in  part 
when  the  CSSCP  is  adequate  for  control 
of  shellfish  processing  plants  and  all 
growing  area  waters  are  closed  to  shell¬ 
fish  harvesting. 

(h)  After  issuance  of  any  order  of  dis¬ 
approval,  the  State  shellfish  control  au¬ 
thority  may  request  a  hearing  in  accord¬ 
ance  with  S  950.27. 

§  950.21  Program  appraisal  proredures. 

(a)  The  Food  and  Drug  Administra¬ 
tion  shall  periodically,  usually  annually, 
appraise  each  State  shellfish  control  pro¬ 
gram  to  determine  compliance  with  its 
CSSCP.  The  appraisal  shall  be  accom¬ 
plished  through: 

(1)  Field  inspections  of  growing  areas 
and  processing  plants;  such  inspections 
shall  be  conducted  both  unannounced 
by  Food  and  Drug  Administration  per¬ 
sonnel  alone  and  in  conjunction  with 
State  personnel; 

(2)  Reviews  of  State  records; 

(3)  Reviews  of  State  laboratory  pro¬ 
grams;  and 

(4)  Other  appropriate  audit  methods 
that  may  be  necessary  to  develop  an 
accurate  appraisal  of  the  CSSITP. 

(b)  It  shall  be  the  responsibility  of 
the  State  shellfish  control  authority  to 
demonstrate  compliance  with  the  re¬ 
quirements  specified  in  the  CSSCP.  The 
State  shall  make  available  to  the  appro¬ 
priate  regional  Food  and  Drug  Adminis¬ 
tration  shellfish  evaluation  officer  copies 
of  all  necessary  reports,  inspections,  de¬ 
tails  of  sanitary  surveys,  resiUts  of  labo¬ 
ratory  proficiency  testing  and  other 
material,  as  may  be  required  to  complete 
the  appraisal  of  the  State  program.  This 
material  shall  be  kept  by  the  State  shell¬ 
fish  control  authority  in  a  central  file. 

(c)  The  Food  and  Drug  Administra¬ 
tion  Regional  Office  shall  initiate  the 
appraisal  report  and  forward  the  rec¬ 
ommended  appraisal  report  through 
Food  and  Drug  Administration  adminis¬ 
trative  review  offices  for  clearance.  The 
final  Food  and  Drug  Administration  ap¬ 
proved  appraisal  report  will  then  be  dis¬ 
tributed  to  the  State  shellfish  control 
authority  for  necessary  action. 

(d)  Upon  receipt  of  the  Food  and 
Drug  Administration  appraisal  report 
the  State  shellfish  control  authority  shall 
have  30  days  in  which  to  comment  for¬ 
mally  on  any  statements  made  in  the 
appraisal  report.  The  State  shellfish 
control  authority  shall  submit  any  state¬ 
ments  concerning  the  Food  and  Drug 
Administration  appraisal  report  in  writ¬ 
ing  together  with  supporting  documen¬ 
tation  to  the  Regional  Food  and  Drug 
Director  who  Issued  the  report.  The  Re¬ 
gional  Food  and  Drug  Director  shall 
consider  the  comments  and  either  ac¬ 
cept  or  reject  them,  in  whole  or  in  part, 
and  shall  within  30  days,  issue  an  order 
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modifying  or  refusing  to  modify  the 
Food  and  Drug  Administration  appraisal 
report.  If  the  State  is  not  satisfied  with 
the  action  taken,  the  State  shellfish  con* 
trol  authority  may  request  a  hearing  in 
accordance  with  S  950.27.  A  State  shell¬ 
fish  control  authority  that  does  not  so 
request  a  hearing  shall  be  deemed  to 
have  accepted  the  Food  and  Drug  Ad¬ 
ministration  appraisal  report. 

(e)  After  the  Food  and  Drug  Adminis¬ 
tration  appraisal  report  has  been  ac¬ 
cepted  by  the  State  shellfish  control  au¬ 
thority,  or  after  the  final  decision 
following  a  hearing  on  the  appraisal  re¬ 
port,  the  State  shellfish  control  authority 
shall  submit  to  Food  and  Drug  Adminis¬ 
tration  proposed  corrective  measures  and 
a  time  schedule  necessary  to  eliminate 
the  program  deficiencies  in  question.  The 
report  shall  also  include  a  description 
of  additional  manpower  or  other  re¬ 
sources  that  were  not  Included  in  the 
CSSCP,  if  necessary  for  corrective 
action. 

§  950.22  Withdrawal  of  approval  of  a 
Comprehensive  State  Shellfish  Con¬ 
trol  Plan. 

(a)  Whenever,  on  the  basis  of  informa¬ 
tion  obtained  through  the  Food  and  Drug 
Administration  appraisal  report,  the 
Commissioner  finds  that  violations  of  the 
CSSCP  are  so  widespread  that  they  ap¬ 
pear  to  result  from  an  overall  failure  of 
the  State  shellfish  control  authority  ef¬ 
fectively  to  implement,  maintain,  and  en¬ 
force  the  approved  CSSCP,  the  Commis¬ 
sioner  shall  issue  a  withdrawal  of 
approval  order.  This  order  shall: 

(1)  State  that  the  Commissicner  has 
determined  that  the  State  shellfish  con¬ 
trol  authority  is  not  in  compliance  with 
the  CSSCP  and  has  demonstrated  an 
imwiUingness  or  inability  to  comply  with 
the  requirements  set  forth  in  I^rts  950 
through  952  of  this  chapter;  and 

(2)  State,  in  detail,  the  findings  and 
conclusions  upon  which  the  determina¬ 
tion  is  based. 

(b)  Approval  of  a  CSSCP  may  be  with¬ 
drawn  in  part  if  the  CSSCP  is  adequate 
for  control  oi  shellfish  processing  op¬ 
erations  and  all  growing  area  waters 
are  closed  to  shellfish  harvesting. 

(c)  The  State  shellfish  control  agency 
may  request  a  hearing  on  such  orders 
In  accordance  with  S  950.27.  Evidence 
presented  at  any  hearing  on  a  Food  and 
Drug  Administration  appraisal  report 
shall  not  be  repeated  at  any  hearing 
on  withdrawal  of  approval  of  the  CSSCP, 
but  the  record  from  any  pertinent  hear¬ 
ing  on  an  appraisal  report  shall  be  in¬ 
corporated  into  the  record  of  the  hear¬ 
ing  on  withdrawal  of  approval  of  the 
CSSCP. 

§  950.23  Procedure  for  reapproval  of  a 
Comprehensive  State  Sh^fish  Con¬ 
trol  Plan. 

(a)  After  the  Food  and  Drug  Admin¬ 
istration  has  withdrawn  approval  of  a 
CSSCP,  the  affected  State  shellfish  con¬ 
trol  authority  may  apply  for  reapproval 
to  the  appropriate  Food  and  Drug  Ad¬ 
ministration  Regimial  Office. 

(b)  The  Commissioner  shall,  within  20 
working  days  after  receipt  by  the  Pood 


and  Drug  Administration  of  the  applica¬ 
tion  for  reapproval,  issue  an  order  re¬ 
approving  the  CSSCP  if  he  finds  the 
State  shellfish  control  authority  has  cor¬ 
rected  the  deficiencies  at  issue  or  other¬ 
wise  denying  reapproval. 

(cX  Any  State  denied  reapproval  may 
request  a  hearing  in  accordance  with 
§  950.27. 

§  950.24  Revocation  of  eerlifieatioii  to 
ship  in  interstate  rommerre. 

(a)  The  Commissioner  may  issue  an 
order  revoking  the  certification  to  ship 
in  interstate  commerce  of  a  person  cer¬ 
tified  by  a  State  or  foreign  cotintry,  or 
of  a  processor  operating  by  virtue  of 
§  950.25,  determined  to  be  operating  in 
violation  of  Parts  950  through  952  of 
this  chapter.  The  order  shall  state  in 
detail  the  findings  and  conclusions  upon 
which  the  determination  is  based. 

(b)  The  processor  may  request  a  hear¬ 
ing  on  such  order  pursuant  to  S  950.27. 

(c)  A  processor  whose  certification  has 
been  revoked  pmsuant  to  this  section 
shall  remain  without  certification  until 
violations  of  these  regulations  have  been 
suitably  rectified  and  the  firm  rein¬ 
spected  by  the  Pood  and  Drug  Admin¬ 
istration.  The  Pood  and  Drug  Admin¬ 
istration  will  make  the  reinspection  only 
after  the  processor  has  notified  in  writ¬ 
ing  the  appropriate  Regional  Office  of 
the  Food  and  Drug  Administration  that 
corrective  action  has  been  taken,  and- 
that  the  firm  is  ready  for  reinspection. 
After  the  Commissioner  has  determined 
the  firm  is  no  longer  in  violation  of 
these  regiilations,  be  shall  issue  an  order 
restoring  certification  to  ship  in  inter¬ 
state  commerce. 

§  950.25  Certification  of  firms  in  States 
without  an  approved  Comprehensive 
State  ^ellfish  Control  Plan. 

(a)  Any  processor  wishing  to  ship  in 
interstate  commerce  from  a  State  that 
does  not  have  an  approved  CSSCP  shnij 
apply  to  the  Pood  and  Drug  Adminis¬ 
tration,  Bureau  of  Poods,  200  C  St  SW., 
Washington,  DC  20204,  for  certification 
to  ship  in  Interstate  commerce. 

(b)  A  processor  so  applying  to  the 
Food  and  Drug  Administration  shsdl  be 
inspected  by  the  Food  and  Chmg  Admin¬ 
istration  as  soon  as  possible,  and  when¬ 
ever  possible  within  10  working  days 
after  receipt  of  the  application.  If  the 
processor  is  determined  to  be  operating 
in  compliance  with  the  requirements  of 
Parts  950  through  952  of  this  chapter, 
the  Commissioner  shall  issue  an  order 
certifying  the  processor,  or  otherwise  he 
shall  issue  an  order  denying  certifica¬ 
tion. 

(c)  Such  processors  will  be  inspected 

periodically  by  the  Pood  and  Drug  Ad¬ 
ministration  to  determine  continued 
compliance  with  the  requirements  of 
Parts  950  through  952  of  this  cluq?ter. 
and  if  found  to  be  operating  in  violation 
of  those  requirements,  shall  be  subject 
to  revocation  of  certification  to  ship  in 
interstate  commerce  in  accordance  with 
§  950.24.  , 

(d)  Processors  operating  under  the 
provisions  of  this  section  shall  obtain 
their  shellfish  only  from  an  approved 


source,  which  shall  be  from  a  State  hav¬ 
ing  an  approved  CSSCP  or  a  certified 
foreign  processor. 

(e)  Any  firm  whose  application  for 
certification  to  ship  in  interstate  com¬ 
merce  has  been  denied  may  request  a 
hearing  in  accordance  with  S  950.27. 

§  950.26  Classification  of  growing  areas. 

(a)  The  State  shellfish  control  au¬ 
thority  has  primary  responsibility  for 
classification  of  State  growing  areas,  in 
accordance  with  Subpart  B  of  Part  951  of 
this  chapter.  The  Food  and  Drug  Ad¬ 
ministration  shall  classify  growing  areas 
in  United  States  territorial  waters  not 
within  a  State,  in  accordance  with  that 
subpart.  Such  classification  shall  be 
made  by  the  Commissioner  by  regulation 
published  in  the  Federal  Reglster  after 
opportunity  for  public  comment.  No  per¬ 
son  shall  take  shellfish  from  a  growing 
area  except  in  accordance  with  the  rules 
set  forth  in  that  subpart. 

(b)  A  State  shellfish  control  authority 
may  classify  a  growing  area  in  accord¬ 
ance  with  the  criteria  of  Subpart  B  of 
Part  951  of  this 'chapter  for  harvesting 
shellfish  for  interstate  commerce,  and 
differently  for  shellfish  to  be  distributed 
intrastate.  In  the  event  a  coded  growing 
area  tract  contains  a  growing  area  classi¬ 
fied  as  prohibited  for  Interstate  com¬ 
merce  but  not  as  prohibited  for  Intra¬ 
state  commerce,  the  entire  coded  growing 
area  tract  shall  be  deemed  to  be  a  pro¬ 
hibited  area  for  harvesting  shellfish  for 
Interstate  commerce. 

(c)  When  the  Commissioner  deter¬ 
mines  that  a  State  shellfish  control  au¬ 
thority  has  classified  a  growing  area  for 
harvesting  shellfish  for  Interstate  com¬ 
merce  not  in  conformity  with  the  criteria 
in  Subpart  B  of  Part  951  of  this  chapter, 
he  may  by  regulation  prohibit  the  har¬ 
vesting  of  shellfish  from  that  area  for 
distribution  as  fresh  or  frozen  shellfish 
in  Interstate  commerce.  Such  a  regula¬ 
tion  shall  be  issued  after  opportunity  for 
public  comment,  unless  the  Commis¬ 
sioner  determines  that  an  imminent 
hazard  to  health  does  not  allow  time  for 
comment.  In  the  event  a  proposed  reg¬ 
ulation  is  issued  for  comment,  the  State 
shellfish  control  authority  may,  during 
the  period  allowed  for  comment,  request 
a  hearing  in  accordance  with  S  950.27,  in 
addition  to  meeting  Informally  witii 
agency  officials  and  submitting  written 
comments.  In  the  event  a  regulation  is 
Issued  without  opportunity  for  comment, 
the  State  shellfish  control  authority  may 
request  a  hearing  in  accordance  with 
S  950.27,  but  the  effectiveness  of  the  reg¬ 
ulation  shall  not  be  stayed  pending  the 
hearing. 

(d)  After  a  regulation  has  been  issued 
by  the  Commissioner  pursuant  to  para¬ 
graph  (c)  of  this  section,  the  State  shell¬ 
fish  control  authority  may  propose  a 
different  classification  and  present  new 
evidence  to  the  appropriate  Food  and 
Drug  Administration  Regional  Office  to 
show  that  the  proposed  classification  is 
in  conformity  with  the  criteria  in  Sub¬ 
part  B  of  Part  951  of  this  chapter.  Based 
upon  the  new  evidence  presented,  the 
Commissioner  shall  determine  whether 
the  regulation  shall  be  retained,  modl- 
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fled,  or  revoked.  The  State  shellfish  con¬ 
trol  authority  which  submitted  the  new 
evidence  shall  be  informed  in  writing  of 
the  Commissioner’s  decision  with  the 
reasons  therefor. 

(e)  The  Commissioner  may  prohibit 
the  taking  of  shellfish,  for  some  or  all 
purposes,  from  any  or  all  waters  of  a 
State  which  does  not  have  an  approved 
CSSCP,  if  in  his  judgment  such  action  is 
appropriate  to  prevent  the  entrance  into 
interstate  commerce  of  shellfish  from 
those  waters.  Such  action  shall  be  taken 
by  issuing  a  regulaticMi,  after  opportunity 
for  public  comment. 

§  950.27  Hearing  procedure. 

(a)  Whenever  opportunity  for  hearing 
is  offered  by  the  provisions  of  this  part, 
the  request  shall  be  made  and  the  hear¬ 
ing  conducted  in  accordance  with  Sub¬ 
part  P  of  Part  2  of  this  chapter. 

(b)  Any  order  issued  under  this  part 
shall  not  take  effect  imtil  the  time  to 
request  a  hearing  has  passed,  imless  the 
person  who  issues  the  order  finds  that 
there  is*  a  substantial  hazard  to  health 
and  the  order  contains  that  finding  and 
the  reasons  therefor,  in  which  case  the 
order  shall  be  effective  immediately. 

(c)  The  Commissioner’s  determination 
after  a  hearing  constitutes  final  agency 
action  reviewable  in  the  courts  pursuant 
to  §  2.11  of  this  chapter. 

Subpart  C — Importation  of  Shellfish 
§  950.30  Importation  of  shellfish. 

(a)  All  fresh  and  frozen  shellfish  im¬ 
ported  into  the  United  States  shall  com¬ 
ply  with  this  Subpart  C. 

(b)  Individual  lots  of  shellfish  may  be 
Imported  into  the  United  States  for  bona 
fide  scientific  or  educational  purposes  or 
for  exhibition  when  accompanied  by  a 
permit  issued  by  the  Commissioner  pur¬ 
suant  to  §  950.31. 

(c)  If  the  coimtry  of  origin  has  an  im¬ 
port-export  shellfish  control  agreement 
with  the  United  States  in  effect  in  ac¬ 
cordance  with  §  950.32  and  the  lot  offered 
for  Import  is  Identified  with  a  current 
Interstate  certification  number  issued 
pursuant  to  S  951.5  of  this  chapter,  the 
lot  may  be  imported. 

(d)  I/)ts  of  imcertified  live  shell  stock 
may  be  imported  into  the  United  States 
only  for  relaying  or  replanting  into 
waters  of  a  State  that  has  an  approved 
CSSCP  when  accompanied  by  a  permit 
Issued  by  the  Commissioner  pursuant  to 
9  950.31  and  co-signed  by  the  appropriate 
State  shellfish  control  authority. 

(e)  Lots  of  shucked  shellfish  may  be 
Imported  into  the  United  States  for  bait 
use  when  accompanied  by  a  permit  issued 
by  the  Commissioner  pursuant  to 
9  950.31,  provided  that  the  primary  con¬ 
tainer  is  labeled  “Not  for  human  use’’ 
and  the  contents  are  decharacterized  by 
use  of  a  permanent  colored  dye. 

§  950.31  Permits. 

(a)  Application  for  permits  to  import 
shellfish  for  purposes  other  than  human 
consumption,  as  required  by  9  950.30(b), 

(d) ,  and  (e) ,  shall  be  made  In  writing  to 
the  Bureau  of  Foods,  Food  and  Drug  Ad¬ 


ministration,  200  C  St.  SW.,  Washington, 
DC  20204  and  shall  contain,  identify,  or 
describe  the  name  and  address  of  the  ap¬ 
plicant,  the  size  of  the  lot,  the  common 
and  scientific  name  of  the  shellfish  spe¬ 
cies  and  the  intended  use  of  the  shell^h 
following  their  importation.  ’The  appli¬ 
cation  shall  also  state  the  precautions 
that  will  be  exercised  in  order  that  the 
imported  shellfish  will  not  be  diverted  for 
human  use  and,  upon  request,  shall  be 
supplemented  by  such  other  information 
and  assurances  as  the  Commissioner  may 
deem  necessary  to  protect  the  public 
health. 

(b)  The  Commissioner  shall  issue  a 
permit  in  writing  upon  a  determination 
that  the  applicant  for  the  permit  will 
sufBciently  isolate  shellfish  to  prevent 
their  being  diverted  to  human  me  and 
will  take  such  other  precautions  as  may 
be  deemed  necessary  by  the  Commis¬ 
sioner  to  protect  the  public  health;  if  the 
Commissioner  determines  otherwise,  he 
shall  issue  an  order  denying  the  applica¬ 
tion  for  permit. 

(c)  Any  person  whose  application  for 
permit  is  denied  may  request  a  hearing 
in  accordance  with  9  950.27. 

§  950.32  Import-export  agreement. 

(a)  Only  an  ofBcial  government 
agency  of  a  foreign  coimtry  may  submit 
a  request  to  the  Commissioner  for  an 
import-export  shellfish  safety  agreement. 
The  request  shall  be  made  by  an  appli¬ 
cation  in  writing  filed  with  the  Bureau  of 
Foods,  Food  and  Drug  Administration, 
200  C  St.  SW.,  Washington,  DC  20204  and 
shall  contain  evidence  that  demonstrates 
the  foreign  government  agency  has  laws, 
rules,  or  regulations  equivalent  to  those 
required  of  State  shellfish  control  au¬ 
thorities  by  Parts  950  through  952  of  this 
chapter  and  the  foreign  government 
agency  has  trained  personnel,  laboratory 
facilities,  and  other  resources  as  may  be 
necessary  to  provide  controls  over  the 
country’s  export  shellfish  industry. 

(b)  The  application  shall  also  describe 
scientific  and  public  health  studies  that 
have  been  conducted  to  show  that  har¬ 
vested  and  processed  shellfish  can  be  pro¬ 
duced  in  a  sanitary  manner  and  meet  the 
criteria  and  standards  of  Parts  950 
through  952  of  this  chapter.  Information 
concerning  local  endemic  water-  and  sea- 
food-bome  diseases  among  native  popu¬ 
lations  and  such  other  information  as 
may  be  of  assistance  to  the  Commis¬ 
sioner  in  evaluating  the  public  health 
hazards  associated  with  consumption  of 
shellfish  shall  be  submitted.  Hie  Commis¬ 
sioner  may  designate  Food  and  Drug  Ad¬ 
ministration  officials  to  make  observa¬ 
tions  in  the  requestii^  foreign  coimtry  to 
affirm  that  harvesting,  transportation, 
processing,  and  shipping  of  shellfish  are 
in  accord  with  the  evidence  presented. 

(c)  The  application  shall  contain 
charts  with  coded  growing  area  tracts 
established  in  accordance  with  9  951.27 

(e)  of  this  chapter,  and  names,  addresses, 
and  interstate  certification  numbers.  Is¬ 
sued  pursuant  to  9  951.5  of  this  chapter, 
of  shippers  who  will  be  certified  for  im¬ 
porting  shellfish  to  the  United  States 
imder  the  terms  of  the  agreement. 


(d)  The  foreign  country  shall  desig¬ 
nate  a  principal  shellfish  control  au¬ 
thority  to  administer  the  relevant  shell¬ 
fish  laws  and  regulations.  If  other 
governmental  agencies  share  shellfish 
control  responsibilities  with  the  principal 
control  authority,  a  memorandum  of 
understanding  shall  be  made  stating  the 
responsibilities  of  each  agency.  The  ad¬ 
ministrators  of  each  agency  shall  sign 
all  applicable  memorandums  of  under¬ 
standing,  and  they  shall  be  submitted 
with  the  request,  to  facilitate  the  Com¬ 
missioner’s  consideration  of  an  import- 
export  agreement. 

(e)  A  liaison  office  within  the  princi¬ 
pal  shellfish  control  authority  shall  be 
designated  by  the  foreign  government 
in  the  application  which  will  act  as  a 
liaison  for  receipt  and  exchange  of  shell¬ 
fish  reports  and  information. 

(f)  Imported  shellfish  shall  meet  all 
applicable  standards  and  requirements 
of  Federal  law,  rules,  and  regulations 
and  nothing  within  these  regulations 
shall  exempt  such  shellfish  from  these 
requirements.  If,  upon  testing  or  other 
information,  the  Food  and  Drug  Admin¬ 
istration  finds  that  imported  certified 
lots  may  be  adulterated  or  do  not  meet 
standards,  such  lots  shall  be  detained 
under  section  801  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(g)  After  having  entered  into  an  im¬ 
port-export  agreement,  the  principal 
foreign  government  agency  shall  keep 
the  Commissioner  informed  of  any 
changes  in  the  information  required  by 
paragraph  (c)  of  this  section  and  of  any 
significant  changes  in  the  sanitary  con¬ 
trol  program  or  other  information  which 
may  be  relevant  to  the  safety  and  whole¬ 
someness  of  the  imported  shellfish.  The 
Commissioner  under  terms  of  the  agree¬ 
ment  shall  reserve  the  right  to  make  ob¬ 
servations  and  inspect  the  foreign  coun¬ 
try  shellfish  control  program  and  certi¬ 
fied  shellfish  industry  processing  and 
handling  practices  to  determine  that  im¬ 
ported  shellfish  to  the  United  States  are 
being  produced  in  compliance  with  these 
regulations.  The  Food  and  Drug  Admin¬ 
istration  shall  conduct  such  inspections 
on  an  annual  basis  or  at  a  frequency 
deemed  appropriate  by  the  Commis¬ 
sioner  to  assure  him  that  the  shellfish 
control  program  remains  equivalent  to 
that  required  of  State  shellfish  control 
authorities  under  Parts  950  through  952 
of  this  chapter. 

(h)  The  import-export  shellfish  con¬ 
trol  agreement  shall  provide  that  the 
Food  and  Drug  Administration  may  ter¬ 
minate  it  on  30  days’  notice. 
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Subpart  B— Growbic  Araas 

&ec. 

951^  General  requirements. 

951.21  Sanitary  aiirveya  of  growing  areas. 

951.22  Classification  at  growing  areas. 

951.23  Approved  growing  area  criteria. 

951.24  Conditionally  approved  growing  area 

criteria. 

951.25  Prohibited  growing  area  criteria. 

951.26  Restricted  growing  area  criteria. 

951 J27  Coding  of  classified  shellfish  growing 
areas. 

951.28  Control  of  areas  due  to  marine 

biotozlns. 

951 .29  Growing  areas  control  measures. 

AuTHORirr:  Secs.  402,  403,  701(a),  Pub.  L. 
717,  52  Stat.  1046-1048,  1055,  as  amended 
(21  UJS.C.  342,  343,  371(a));  secs.  301,  808, 
311,  361,  Pub.  L.  410,  58  Stat.  691,  693,  703, 
74  Stat.  364,  as  amended  (42  n.S.C.  241,  242f, 
243,  264). 

Subpart  A — General  Provisions 
§  951.1  State  agency  responsibility. 

(a)  The  State  shellfish  control  au¬ 
thority  shtdl  develop  a  Comprehensive 
State  Shellfish  Control  Plan  CCSSCP>. 

(b)  The  CSSCP  shall  provide  adequate 
descriptions  of  State  shellfish  program 
procedures  and  requirements  necessary 
to  comply  with  Parts  950  through  952  of 
this  chapter.  Any  requirement  imposed 
on  a  State  shellfish  control  authority  in 
this  part  shall  be  construed  to  be  a  re¬ 
quirement  that  a  State  must  impose  upon 
Itself  through  its  CSSCP. 

(c)  The  State  shellfish  control  au¬ 
thority  shall  revise  the  CSSCP,  as  neces¬ 
sary,  to  refiect  administrative  and  legal 
changes  and  any  changes  in  control 
measures  or  resources,  that  will  signifi¬ 
cantly  alter  the  effectiveness  of  the  State 
shell&h  ccmtrol  authority  under  its 
CSSCP. 

(d)  A  State  shellfish  control  authority 
may  develop  a  CSSCP  applicable  only  to 
shellfish  processing  and  not  to  harvest¬ 
ing.  In  such  a  case,  any  waters  in  the 
State  shall  be  prohibit^  to  the  har¬ 
vesting  of  shellfish. 

§  951.2  General  provisione. 

The  CSSCT*  shall  contain  the  following 
general  provisions: 

(a)  Designation  of  a  State  agency  or 
agencies  as  the  State  shellfish  control 
authmity  re^nsible  for  administering 
the  plan  throughout  the  State. 

(b)  Regulations  that  adopt  and  im¬ 
plement  the  requirements  of  Parts  950 
through  952  of  this  chapter. 

(c)  For  each  major  function  of  the 
State  shellfish  ctmtrcd  authority,  a  de¬ 
scription  of  the  necessary  resources,  in¬ 
cluding  laboratories,  equliment,  budget, 
and  man-years,  and  satisfactory  assur¬ 
ances  that  the  State  shellfish  control  au¬ 
thority  will  have  the  resources  for  the 
implementation  and  enforcement  of  the 
CSSCP. 

(d)  Satisfactory  assiirances  that  the 
State  shellfish  control  authority  has  or 
will  have  the  legal  authority  for  the  im¬ 
plementation  and  enforcement  of  the 
CSSCP. 

(e)  For  each  function  of  the  CSSCP 
to  be  performed  by  more  than  one 
agency,  a  memorandum  of  understanding 
between  the  agencies  concerned,  describ¬ 
ing  the  responsibilities  of  each,  revised 
when  necessary. 
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(f)  Regulations  creating  a  right  of  en¬ 
try  and  inspection  of  all  harvesting  boats, 
transportation  boats  and  trucks,  and  all 
shellfish-processing  facilities  and  creat¬ 
ing  Inspection  procedures  which  allow 
imannounced  inspections. 

(g)  Procedures  for  prompt  notification 
to  the  appropriate  FOod  and  Drug  Ad¬ 
ministration  Regional  Office  of  growing 
area  classification  changes,  withdrawal 
of  a  shellfish  shipper’s  certification  (per¬ 
mit  to  operate),  finding  of  adulterated 
shellfish  in  commerce,  and  any  other  in¬ 
formation  about  possible  health  hazard 
conditions  involving  shellfish. 

(h)  Procedures  for  access  of  Food  and 
Drug  Administration  shellfish  audit  per¬ 
sonnel  to  review  and  evaluate  the  State 
central  shellfish  growing  area  files,  plant 
inspection  reports,  shellfish  growing 
water  and  shellfish  analsrtical  data,  grow¬ 
ing  area  control  records,  and  other  in¬ 
formation  relevant  to  the  C^SSCTP. 

§  951.3  Analytical  support. 

(a)  An  estimate  of  the  number  of 
water  samples  to  be  analyzed  by  the 
State  shellfish  contn^  authority  should 
be  based  on  S  951.21  and  included  in  the 
CSSCP. 

(b)  All  water,  sediments,  and  shellfish 
samples  used  by  the  State  shellfish  con¬ 
trol  authority  to  provide  data  for  the 
classification  of  shellfish  growing  areas, 
and  for  all  other  aspects  of  the  CSSCP 
shall  be  collected  and  transported  in  ac¬ 
cordance  with  the  requirements  specified 
in  “Recommended  Procedures  for  the  Ex¬ 
amination  of  Sea  Water  and  Shellfish,” 
4th  ed.  (1970),  American  Public  Health 
Association.^ 

(c)  Except  as  provided  in  paragraph 

(d)  of  this  section,  all  water  and  shell¬ 
fish  samples  used  by  the  State  shellfish 
control  authority  shall  be  analyzed  in  ac¬ 
cordance  with  “Recommended  Proce¬ 
dures  for  the  Examination  of  Sea  Water 
and  Shellfish,”  4th  ed.  (1970),  American 
Public  Health  Association,^  for  bacterio¬ 
logical  examination,  and  the  "Official 
Methods  of  Analysis  of  the  Association  of 
Official  Analsrtical  Chemists,”  11th  ed. 
(1970),*  for  the  bioassay  for  marine  bio- 
toxins,  and  other  chemical  and  physical 
determinations. 

(d)  A  State  may  utilize  an  altmiative 
procedure  other  than  prescribed  in  para- 
gra{^  (c)  of  this  section  to  analjrze  wa¬ 
ter  and/or  shellfish  samides  if: 

(1)  A  study  demonstrates  that  results 
from  the  alternative  procedure  are  com¬ 
parable  with  results  from  the  approved 
procedme; 

(2)  Routine  parallel  testing  using  the 
approved  procedure  is  done;  and 

(3)  The  amount  of  data  frcun  the  ap¬ 
proved  procediu-e  generated  by  the  par¬ 
allel  testing  is  sufficient  to  evaluate  an¬ 
nually  the  validity  of  the  alternative 
procedme. 

(e)  In  order  to  determine  whether 
samples  are  being  collected,  transported, 

iCkiples  may  be  obtained  from:  American 
Public  Health  AssoclaUon,  1016  18th  Street 
NW..  Washington,  D.C.  20036. 

*  Copies  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists.  P.O.  Box  640. 
Benjamin  Franklin  Station,  Washington,  D.C. 
20044. 
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and  analyzed  in  accordance  with  stand¬ 
ard  methodB,  the  State  shellfish  control 
authority  should : 

(1)  Provide  an  internal  monitoring 
program  to  evaluate  laboratory  facili¬ 
ties,  equipment,  and  materials; 

(2)  Require  all  analysts  to  participate 
in  Food  and  Drug  Administration  spon¬ 
sored  proficiency  testing  programs; 

(3)  Provide  pr(H>er  training  and  super¬ 
vision  for  laboratory  persotmel;  and 

(4)  Maintain  records  of  analytical  per¬ 
formance,  analytical  results,  and  equip¬ 
ment  operation  and  maintenance. 

§  951.4  Permits. 

(a)  The  CSSCP  shall  reference  and 
state  the  legal  authority  the  State  shell¬ 
fish  control  authority  has  to  issue  per¬ 
mits  to  or  license  harvestors.  Also,  a  copy 
of  any  codes,  ordinances,  rules  or  regula¬ 
tions  that  have  been  promulgated  to  pro¬ 
vide  standard  procedures  or  guidance 
in  the  issuance  of  licenses  shall  be  in¬ 
cluded  in  the  CSSCP. 

(b)  A  harvester  shall  obtain  a  license 
or  permit  to  harvest  from  the  State 
shellfish  control  authority.  The  State 
shellfish  control  authority  shall  main¬ 
tain  a  record  of  all  such  licenses.  There 
should  be  at  least  three  separate  provi¬ 
sions  in  the  permits  or  licenses  issued : 

(1)  For  harvesting  from  approved 
growing  areas. 

(2)  For  harvesting  for  depiuration 
from  restricted  growing  areas. 

(3)  For  harvesting  for  relaying  from 
restricted  and  prohibited  growing  areas. 

(c)  A  permit  or  license  should  be  re¬ 
newed  each  year  or  more  frequently,  as 
necessary. 

(d)  Prior  to  issuing  the  license  or  per¬ 
mit,  the  State  shellfish  control  authority 
shall  provide  to  the  harvester  charts  or 
written  descriptions  depicting  (1)  coded 
growing  area  tnu;t(s),  and  (2)  classi¬ 
fication  of  all  shellfish  areas  within  each 
coded  growing  area  tract  in  which  the 
harvester  expects  to  operate.  Harvesters 
should  be  promptly  notified  of  changes 
in  area  classification  and  applicable  laws 
and  regulations  as  they  occur.  Notifica¬ 
tion  may  be  accomplished  by  publication 
in  area  newspapers,  certified  mail,  posted 
notices,  or  other  means  deemed  adequate 
by  the  State  shellfish  control  authority. 

(e)  Each  harvester  shall  be  required 
to  sign  a  statement  as  part  of  his  permit 
stating  that  he  has  received  charts  or 
written  descriptions  of  the  coded  shell¬ 
fish  growing  area  tracts  and  classified 
shellfish  growing  areas;  that  he  under¬ 
stands  the  State  regulations  concerning 
shellfish  harvesting;  and  that  he  shall  be 
required  to  have  in  his  possession  at  all 
times,  while  in  shellfish  harvesting  areas, 
a  valid  State  permit  or  license  for  har¬ 
vesting  shellfish. 

(f)  The  State  shellfish  control  au¬ 
thority  shall  revoke  or  suspend  a  proc¬ 
essor’s  or  harvester’s  permit  or  license 
when  he  violates  applicable  sanitary  re¬ 
quirements.  The  State  shellfish  control 
authority  shall  prohibit  any  person 
whose  permit  has  been  withdrawn  from 
continued  operation  within  the  State  im- 
til  such  time  as  the  author!^  determines 
that  the  person  Is  sufficiently  in  com¬ 
pliance  with  the  applicable  laws,  rules, 
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and  regulations  to  warrant  relssuance  of 
the  permit  or  license. 

§  951.5  Identification  numbers. 

The  State  shellfish  control  authority 
shall  issue  to  each  harvestser  an  Iden¬ 
tification  ntunber,  and  to  each  proces¬ 
sor  certified  to  ship  in  interstate  com¬ 
merce.  an  interstate  certification  num¬ 
ber.  This  interstate  certification  niunber 
shall  consist  of  the  standard  postal  two 
letter  State  abbreviation  for  the  issuing 
State,  a  number  for  the  particular  proc¬ 
essor,  and  the  letters  SS  in  the  case  of  a 
shell  stock  shipper,  SP  in  the  case  of  a 
shucker -packer  or  RP  in  the  case  of  a 
repacker.  The  Pood  and  Drug  Adminis¬ 
tration  shall  specify  the  prefix  letters  to 
be  used  by  a  foreign  coimtry. 

§  951.6  Inspections. 

The  frequency  at  which  harvesting, 
shipping,  and  processing  operations  are 
Inspected  and  the  sanctions  taken  when 
harvesters  and  process(M:s  are  foimd  in 
violation  of  State  shellfish  regulations 
shall  be  provided  in  the  CSSCP. 

§  951.7  Discharge  of  body  wastes. 

(a)  Discharge  of  body  wastes  from 
boats  used  in  harvesting  shall  meet  the 
marine  sanitation  devices  regulations 
(33  CFR  Part  159)  established  by  the 
Commandant  of  the  U.S.  Coast  Guard 
and  other  regulations  as  may  be  required 
by  the  State  shellfish  control  authority. 

(b)  The  State  shellfish  control  author¬ 
ity  should  Inform  all  boat  owners  about 
the  public  health  dangers  inherent  in 
and  the  State  requirements  controlling 
the  overboard  discharge  of  body  wastes. 

§  951.8  Relaying. 

(a)  The  CSSCP  shall  state  the  legal 
authority  of  the  State  shellfish  control 
authority  to  control  and  regiilate  relay¬ 
ing  operations  piu^uant  to  the  require¬ 
ments  of  §  952.5  of  this  chapter,  if  the 
relaying  operations  are  to  be  permitted, 
and  shall  describe  the  procedures  for 
the  approval  and  control  of  shellfish 
relaying  operations. 

(b)  Controls  to  ensure  that  shellfish 
are  not  diverted  to  commercial  market¬ 
ing  channels  while  the  shellfish  are  be¬ 
ing  moved  and  prior  to  release  for  har¬ 
vesting  following  natural  purification 
shall  be  provided  and  described  in  the 
CSSCP.  To  provide  such  controls,  the 
State  shellfish  control  authority  may: 

(1)  Use  quarantine  procedures  such  as 
constant  surveillance  and  sealed  ship¬ 
ments  for  relayed  shellfish  in  transit  and 

,  at  the  relayed  site. 

(2)  Provide  24-hour  supervision  and 
policing  after  relaying. 

(3)  Require  special  markings  on  the 
boats  and  transportation  vehicles. 

(4)  Bond  commercial  harvesters,  if 
involved  in  relaying  operations  and  have 
forfeiture  of  bond  if  quarantine  proce¬ 
dures  are  violated. 

(5)  Require  special  permits  or  licens¬ 
ing  to  Edlow  engagement  in  relaying 
operations. 

(c)  Hie  State  shellfish  centred  au¬ 
thority  Shan  prescribe  the  type  of  infor¬ 
mation  to  be  recorded,  and  maintained  in 


a  CMitral  file  for  each  relaying  operation. 
The  foUowlng  is  the  minimum  Informa- 
tlem  that  shaU  be  required  before  relay¬ 
ing  (H)erations  commence: 

(1)  Name  of  person  applying  for 
permit  and  his  vessel  identification: 

(2)  Date  of  harvest  from  restricted  or 
prohibited  waters: 

(3)  Species  and  estimated  quantity  of 
shellfish  to  be  relayed: 

(4)  Date  shellfish  will  be  placed  in  new 
area:  and 

(5)  Time  before  reharvesting  will  be 
accomplished,  not  to  be  less  than  two 
weeks  after  relaying. 

§  951.9  Depuration. 

The  CSSCP  shall  state  the  legal  au¬ 
thority  of  the  State  shellfish  control  au¬ 
thority  and  inrovide  a  copy  of  rules  and 
regulations  that  have  been  promulgated 
to  control  the  deptiratlon  process  pur¬ 
suant  to  the  requirements  of  S  952.6  of 
this  chapter.  Depuration  controls  shall 
consider  species  of  shellfish,  source  of 
shell  stock  and  growing  areas,  shell  stock 
transportation  to  the  ‘  depuration 
plant,  depuration  process,  quality  as¬ 
surance  measures,  and  laboratory 
support. 

§  951.10  State  shellfitth  program  person¬ 
nel  qualifications. 

(a)  All  personnel  involved  in  shellfish 
sanitation  control  programs  should  have 
adequate  training  and  experience  to  con¬ 
duct  the  CSSCP  properly. 

(b)  If  personnel  qualification  stand¬ 
ards  have  been  established  for  State 
shellfish  control  program  positions  .these 
shall  be  included  in  the  CSSCP. 

Subpart  B— Growing  Areas 
§  951.20  Cieneral  requirements. 

(a)  Hie  CSSCiT  shall  state  the  legal 
authority  of  the  State  shellfish  control 
authority: 

(1)  To  subdivide  and  code  shellfish 
growing  areas: 

(2)  To  survey  shellfish  growing  areas : 

(3)  To  classify  properly  all  offshore 
State  ocean,  coastal,  estuarine,  and  fresh 
waters,  where  appropriate:  and 

(4)  Immediately  to  prohibit  shellfish 
harvesting  from  any  polluted  growing 
wrater.  This  authority  shall  include  the 
ability  to  reclassify  as  restricted  or  pro¬ 
hibited  any  area  that  has  become  con¬ 
taminated  from  a  failure  in  a  waste 
treatment  system,  industrial  waste  spill, 
natural  disaster,  or  other  accidental  pol¬ 
lution  of  the  growing  area.  Hie  CSSC7P 
shall  also  contain  any  codes,  ordinances, 
rules,  and  regulations  that  have  been 
promulgated  to  classify  shellfish  waters. 

(b)  The  State  shellfish  control  au¬ 
thority  shall  designate  a  State  survey 
officer  who  shall  endorse  all  sanitary 
survey  reports  and  other  documents  per* 
tabling  to  sanitary  surveys  and  growing 
area  classifications  that  become  part  of 
the  central  growing  area  file. 

(c)  The  CSSCP  shAll  require  the  prep¬ 
aration  of  a  sanitary  survey  report  for 
each  shellfish  growing  area  to  be  signed 
by  the  State  survey  officer.  These  reports 
shall  contain,  but  not  be  limited  to,  a 
discussion  of  shoreline  environmental 


survey  data,  water  quality  data,  and 
hydrogrt^hic  data.  The  report  shall  be 
dated  and  include  an  evaluation  with  the 
classification  of  the  growing  area. 

(d)  A  central  file  for  growing  area 
survey  reports  and  associated  informa¬ 
tion  shall  be  established.  This  file  should 
Include  sanitary  survey  water  quality 
and  hydrographic  data,  information  on 
p>ollution  complaints,  records  of  unusual 
contaminant  discharges  into  the  area, 
records  of  corrective  actions  taken  to 
eliminate  soiirces  of  pollution,  statistical 
analyses  of  data  and  public  health  eval¬ 
uations. 

(e)  The  State  shellfish  control  au¬ 
thority  shall  provide  in  the  (TSSCP  pro¬ 
cedures  for  prompt  notification  to  the 
appropriate  Food  and  Drug  Administra¬ 
tion  Regional  Office  of  the  following: 

(1)  Ansr  change  in  growing  area  clas¬ 
sification. 

(2)  Any  emergency  situation  that 
might  lead  to  the  contamination  of  shell¬ 
fish.  This  shall  include,  but  not  be  lim¬ 
ited  to,  sewage  and  storm  water  runoff, 
oil  spills,  occurrences  of  shellfish  bio¬ 
toxins,  chemical  spills,  and  natural  dis¬ 
asters  such  as  Hoods  and  hurricanes. 

(3)  Any  Illnesses  associated  with  the 
consiunption  of  shellfish. 

(f)  The  CSSCP  shall  include,  where 
appropriate,  a  blotoxin  shellfish  control 
plan  for  the  detection  of  growing  area 
contamination  by  marine  blotoxins.  This 
plan  shall  define  the  laboratory  re¬ 
sources,  and  administrative,  sample  col¬ 
lection,  and  patrol  procedures  necessary 
to  provide  public  health  protection  in 
the  event  of  the  occurrence  of  marine 
biotoxlns. 

§  951.21  Sanitary  surveys,  of  growing 
areas. 

(a)  A  sanitary  survey  shall  be  made 
of  each  identified  shellfish  growing  area 
prior  to  its  approval  by  the  State  shell¬ 
fish  control  authority  as  a  source  of 
shellfish  for  human  food. 

(b)  Each  sanitary  survey  shall  include 
a  description  and  an  evaluation  of  all 
actual  and  potential  sources  of  pollution 
on  the  estuary  and  its  tributaries,  and 
the  distance  of  such  sources  to  the  grow¬ 
ing  areas:  effectiveness  and  reliability 
of  sewage  treatment  systems:  and  the 
presence  of  industrial  and  agricultural 
wastes,  pesticides,  or  radionuclides.  An  ' 
evaluation  shall  be  made  of  meteorolog¬ 
ical  and  hydrographic  effects  and  geo¬ 
graphic  characteristics  of  the  estuary 
that  may  affect  the  distribution  of  pol¬ 
lutants  over  the  growing  area,  and  the 
bacteriological  quality  of  the  growing 
area  waters.  These  factors  shall  be 
studied  to  determine  the  most  unfavor¬ 
able  hydrographic  and  pollution  condi¬ 
tions.  The  presence  and  location  of  small 
sources  of  pollution  such  as  boats  which 
might  contribute  direct  fresh  fecal  mat¬ 
ter  to  the  area  shall  be  evaluated.  The 
presence  of  domestic,  wild  animal,  or 
migrating  bird  populations  shall  be  con¬ 
sidered  for  possible  adverse  effects  up<m 
water  quality.  OffshcMre  growing  areas 
shall  be  evaluated  for  blcdoglcal  and 
chemical  wastes  and  radiological  mate¬ 
rials  at  or  near  selected  dump  sites. 
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Other  environmental  factors  that  may 
affect  the  quality  of  the  shellfish  resource 
should  also  be  evaluated  in  the  sanitary 
survey. 

(c)  The  comprehensiveness  of  each 
shellfish  growing  area  investigation 
shall  be  determined  on  the  basis  of  all 
actual  and  potential  sources  of  pollution 
in  the  growing  area,  the  period  of  time 
since  the  last  survey  was  conducted,  and 
other  information  concerning  the  sani¬ 
tary  quality  of  the  shellfish-growing 
water.  The  amount  of  sanitary  survey 
data  collected  shall  be  sufBcient  to  make 
a  determination  of  the  sanitary  quality 
of  the  growing  area.  At  least  15  water 
samples  should  be  collected  from  each  of 
the  representative  number  of  stations 
along  the  line  separating  approved  from 
restricted  or  prohibited  areas.  Some  of 
th^e  samples  should  be  collected  during 
periods  representing  unfavorable  hydro- 
graphic  and  pc^ution  conditions.  Water 
sample  results  obtained  over  a  period  of 
several  years  may  be  used  provided  that 
water  quality  data  remain  imchanged 
and  there  have  been  no  adverse  changes 
in  hydrographic  or  sanitary  conditions. 

(d)  The  State  shellfish  control  au¬ 
thority  shall  make  a  field  review  to  re¬ 
evaluate  the  factors  infiuencing  the  sani¬ 
tary  quality  of  each  growing  area  at  a 
frequency  sufBcient  to  maintain  accurate 
classification  of  each  growing  area.  The 
review  should  determine  if  there  have 
been  changes  in  stream  fiow,  actual  and 
potential  sources  of  pollution,  or  other 
similar  factors  which  might  result  in  a 
change  in  the  sanitary  quality  of  the 
growing  area.  The  field  review  shall  in¬ 
clude  as  a  minimum:  Review  and  de¬ 
scription  of  all  actual  and  potential 
sources  of  pollution,  data  from  water 
samples  collected  frcrni  a  representative 
number  of  stations;  and  data  from  repre¬ 
sentative  samples  collected  during  xm- 
favorable  hydrographic  and  pollution 
conditions.  Such  information  and  data 
shall  be  recorded  in  the  central  sanitary 
survey  file  for  evaluation  and  accurate 
classification  of  the  growing  area.  The 
central  sanitary  survey  file  shall  also 
Include  a  documented  statement  by  the 
responsible  sanitary  survey  official  that 
the  review  has  been  completed  and  the 
growing  area  continues  to  be  properly 
classified. 

(e)  A  resurvey  shall  be  conducted  in  a 
growing  area  if  it  is  determined  that  pos¬ 
sible  detrim^tal  changes  in  the  sanitary 
conditions  of  the  growing  area  have  oc¬ 
curred.  The  purpose  of  the  resurvey  is  to 
evaluate  ful^  any  changes  in  the  sani¬ 
tary  conditions  of  the  area  and  to  deter¬ 
mine  if  the  area  continues  to  conform 
with  the  appropriate  sanitary  quality 
criteria  of  this  subpart.  The  ^orough- 
ness  with  which  a  growing  area  should 
be  investigated  and  the  amount  of  sani¬ 
tary  data  that  shoxild  be  collected  for  any 
resurvey  will  vary  with  the  type  of  pol- 
luticm  condition  being  evaluated. 

(f)  A  resurvey  shall  be  conducted  im¬ 
mediately  in  any  approved,  conditionally 
Improved,  or  restricted  area  if  the  review 
required  in  paragraph  (d)  this  section 
or  other  Investigations  indicate  a  sig¬ 


nificant  detrimental  change  in  the  sani¬ 
tary  quality  of  a  particular  area. 

(g)  Areas  classified  as  approved,  con¬ 
ditionally  approved,  or  restricted  that 
do  not  comply  with  the  sanitary  require¬ 
ments  of  the  appropriate  classification 
shall  be  immediately  reclassified  to  the 
appropriate  category.  No  area  shall  be 
classified  as  approved,  or  conditionally 
approved,  if  shellfish  from  the  area 
might  be  contaminated.  No  area  shall 
be  classified  sis  restricted  if  the  shellfish 
from  the  area  remain  contsuninated  after 
relaying  or  depuration. 

§  951.22  Qassifieation  of  growing  areas. 

Each  growing  area  shall  be  correctly 
desigmated  with  one  of  the  following 
clsissifications:  Approved,  conditionally 
approved,  restricted,  or  prohibited.  All 
approved,  conditionally  approved,  sind 
restricted  aresus  shall  be  correctly  clsis- 
sified  on  the  basis  of  ssinitsuy  survey  in¬ 
formation.  All  ocean,  cosistsil,  estuarine, 
aixd  fresh  shellfish-producing  waters 
that  have  not  been  surveyed  shall  be  des¬ 
ignated  as  prohibited. 

§  951.23  Approved  growing  area  criteria. 

(a)  Growing  areas  may  be  designated 
as  approved  when  the  sanitary  survey 
indicates  that  pathogenic  microorga¬ 
nisms,  radionuclides,  and  harmful  indus¬ 
trial  wastes  do  not  reach  the  area  in 
dangerous  concentration,  and  this  is 
verified  by  laboratory  findings  whenever 
the  sanitary  survey  indicates  the  need. 
Shellfish  may  be  taken  from  aM>roved 
areas  for  direct  marketing. 

(b)  The  area  shall  not  be  so  contami¬ 
nated  with  fecal  material,  radiological 
and  industriad  wastes,  and  marine  bio¬ 
toxins  that  shellfish  might  be  con¬ 
taminated 

(c)  The  bacteriological  quality  of 
every  sampling  station  located  in  ap¬ 
proved  waters  shall  meet  one  of  the  fol¬ 
lowing  standards: 

(1)  The  coliform  median  MPN  of  the 
samples  shall  not  exceed  70  per  100  mil¬ 
liliters,  and  not  more  than  10  percent  of 
the  samples  shall  exceed  an  MPN  of  230 
per  100  milliliters  for  a  5-tube  decimal 
dilution  test  or  330  per  100  milliliters 
where  the  3-tube  decimal  dilution  test  is 
used:  or 

(2)  The  fecal  coliform  median  MPN 
of  the  samples  shall  not  exceed  14  per 
100  milliliters,  and  not  more  than  10  per¬ 
cent  of  the  samples  shall  exceed  an  MPN 
of  43  for  a  5 -tube  decimal  dilution  test 
or  49  for  a  3-tube  decimal  dilution  test. 
The  5 -tube  decimal  dilution  test  should 
be  used  for  determining  fecal  coliform 
MPN  values. 

(d)  The  State  shellfish  control  au¬ 
thority  shall  adopt  either  the  coliform  or 
the  fecal  coliform  standard  in  paragraph 
(c)  of  this  section,  and  all  growing  areas 
shall  be  classified  according  to  the 
standard  adopted.  The  State  shellfish 
control  authority  may  use  other  multiple 
tube  fermentation  combinations  such  as 
the  12  tube  no  dilution  test,  provided 
that  the  statistical  precision  of  the  MPN 
median  value  of  the  test  is  equivalent  to 
the  MFN  median  value  of  the  5-tube,  3 
decimal  dilution  test. 


§  951.24  Conditionally  approved  grow¬ 
ing  area  criteria. 

Growing  areas  that  are  subjected  to 
intermittent  microbiological  pollution 
may  be  classified  as  conditionally  ap¬ 
proved  by  the  State  shellfish  control  au¬ 
thority  provided  that: 

(a)  State  and  local  authorities  are 
jointly  capable  of  developing  and  man¬ 
aging  a  conditional  area  control  program 
which  prevents  the  harvesting  of  con¬ 
taminated  shellfish. 

(b)  Waters  classified  as  conditionally 
approved  meet  approved  growing  area 
standards  for  reasonably  long  periods  of 
time  to  minimize  the  frequency  of 
closures. 

(c)  Shellfish  shall  not  be  harvested 
from  the  area  imtil  sufficient  time  has 
elapsed  to  allow  for  natural  purifica¬ 
tion  after  water  quality  has  deteriorated 
to  reach  or  exceed  minimum  approved 
growing  area  microbiological  standards. 
Shellfish  may  be  taken  from  condition¬ 
ally  approved  areas  for  direct  marketing 
or  recreational  harvesting. 

(d)  Performance  standards  shall  be 
established  for  each  significant  pollution 
source  affecting  a  conditionally  approved 
growing  area.  The  performance  stand¬ 
ards  for  any  significant  pollution  source 
shall  include  but  not  be  limited  to:  (1) 
Bacteriological  quality  of  the  effluent,  (2) 
total  quantity  of  the  effluent,  and  (3) 
physical  and  chemical  characteristics  of 
the  effluent. 

(e)  Management  control  reqxiirements 
for  each  conditionally  approved  area 
shall  be  developed  jointly  by  the  State 
shellfish  control  authority,  local  agencies, 
including  those  responsible  for  opera¬ 
tion  of  sewerage  and  waste  treatment 
systems,  and  the  local  shellfish  industry. 
The  requirements  shall  be  based  on  an 
evaluation  of  each  of  the  potential 
sources  of  pollution  that  may  affect  the 
area,  and  shall  include  procedures  for 
insi>ecting  and  monitoring  pollution 
sources,  adequate  patrol  to  prevent  il¬ 
legal  harvesting,  and  an  alert  system  for 
notifying  the  State  shellfish  control  au¬ 
thority  of  any  adverse  change  in  a  pol¬ 
lution  source.  The  management  controls 
shall  describe  procedures  for  area  closure 
if  pollution  source  performance  stand¬ 
ards  are  not  met. 

(f)  A  prohibited  area  shall  be  estab-  ' 
lished  as  a  closed  safety  zone  between 
the  conditionally  approved  area  and  the 
source  of  pollution  to  give  the  State 
shellfish  control  authority  time  to  stop 
shellfish  harvesting  in  the  conditionally 
approved  area  if  performance  standards 
are  not  met. 

(g)  Critical  sewerage  system  units 
should  be  so  designed,  constructed,  and 
maintained  that  the  chances  of  failure 
to  meet  the  established  performance 
standards  due  to  mechanical  failure  or 
overloading  are  minimized.  The  relia¬ 
bility  of  critical  sewerage  system  unite 
should  be  designed  and  operated  sucn 
that  failure  in  treatment  may  only  oc¬ 
cur  once  per  year. 

(h)  The  State  shall  immediately  close 
conditionally  approved  areas  to  shellfish 
harvesting  when  performance  standards 
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have  not  been  met.  The  area  shall  re¬ 
main  closed  until  the  performance 
standards  can  again  be  met  plus  a  length 
of  time  sufficient  to  permit  nattiral  puri¬ 
fication  of  the  shellfish.  If  the  State 
shellfish  control  authority  is  not  being 
notified  of  Intermittent  failures  in  criti¬ 
cal  waste  treatment  units.  It  is  evident 
that  the  conditional  area  control  pro¬ 
gram  has  failed  and  the  area  in  question 
shall  immediately  be  classified  as  pro¬ 
hibited. 

(i)  The  State  shellfish  control  au¬ 
thority  shall  specify  in  the  CSSCP  the 
frequency  and  thoroughness  with  which 
each  conditionally  approved  area  will 
be  reappraised,  but  it  shall  not  be  less 
than  once  each  year.  The  purpose  of  the 
reappraisal  is  to  determine  the  compli¬ 
ance  with  the  performance  standards, 
the  8M:curacy  of  reporting,  the  mechani¬ 
cal  conditions  of  equipment,  and  the 
compliance  with  approved  growing  area 
sanitation  requirements.  The  reappraisal 
shall  Include,  as  a  minimum,  a  field  in¬ 
spection  of  critical  sewerage  system 
units,  water  samples  taken  from  repre¬ 
sentative  stations  imder  imfavorable  hy¬ 
drographic  and  pollution  conditions,  and 
a  written  analysis  including  recommen¬ 
dations  based  on  reappraisal  data. 

(J)  All  data  relating  to  the  operation 
of  a  ccmdltlonally  approved  area.  Includ¬ 
ing  operation  of  sewersige  systems,  shall 
be  maintained  In  the  central  sanitary 
survey  file. 

§  951.25  prohibited  growing  area,  cri¬ 
teria. 

(a)  An  area  shall  be  classified  as  pro¬ 
hibited  If  there  Is  no  sanitary  report  on 
the  area. 

(b)  An  area  shall  be  classified  as  pro¬ 
hibited  If  a  sanitary  survey  indicates 
that: 

(1)  The  shellfish  growing  waters  are 
so  contaminated  with  radionuclides  or 
indtistrlal  wastes  that  consumpUcm  of  the 
shellfish  harvested  from  these  waters 
might  be  hazardous;  or 

(2)  The  growing  waters  are  so  pol¬ 
luted  from  sources  of  fecal  contamina¬ 
tion  that  the  shellfish  harvested  from 
these  waters  are  filthy;  or 

(3)  There  exists  significant  Intermit¬ 
tent  fecal  contamination  of  the  area 
from  point  discharges  such  as  boats,  ma¬ 
rinas,  sewage  ocean  outfalls,  and  sewage 
sludge  dump  sites;  or 

(4)  Marine  blotoxlns  are  In  shellfish 
at  levels  i^ch  are  hazardous. 

(c)  Shellfish  from  prohibited  areas 
shall  not  be  harvested  for  direct  human 
consumption.  Shellfish  may  be  relayed 
from  prohibited  areas  to  aimroved  areas 
subject  to  the  requirements  of  S  952.S  of 
this  chapter. 

(d)  If  bait  harvesting  of  shellfish  Is  to 
be  permitted,  the  State  shellfish  control 
authority  shall  specify  in  the  CSSCP 
detailed  management  procedures  to  as¬ 
sure  that  the  shellfish  are  not  harvested 
for  human  consumption.  This  may  be 
achieved  by  a  special  licensing  and  su¬ 
pervision  program,  denaturing  the  shell¬ 
fish  with  dye,  or  other  equally  effective 
means. 


§  951.26  Restricted  growing  area  criteria. 

(a)  A  restricted  area  Is  that  zone 
which  lies  between  an  approved  and  pro¬ 
hibited  area  or  between  two  prohibited 
areas. 

(b)  The  restricted  area  may  be  mod¬ 
erately  affected  by  fecal  waste  that  has 
been  highly  diluted  and  aged. 

(c)  A  restricted  area  shall  not  be  af¬ 
fected  by  chemical  or  radioactive  wastes 
that  will  result  in  hazardous  levels  in  the 
shellfish  meats. 

(d)  Harvesting  of  shellfish  from  this 
zone  shall  be  limited  to  harvesting  for 
depuration  and  relaying. 

§951.27  Coding  of  ‘  classified  shellfish 
growing  areas. 

(a)  For  purposes  of  identifying  and 
labeling  harvested  shellfish,  a  State  sys¬ 
tem  for  coding  growing  area  tracts  shall 
be  developed  and  maintained. 

(b)  Each  shellfish  growing  area  classi¬ 
fied  in  accordance  with  §  951.22  shall  be 
assigned  to  a  coded  growing  area  tract. 
No  classified  growing  area  shall  be  di¬ 
vided  and  assigned  to  more  than  one 
coded  growing  area  tract. 

(c)  The  assignment  of  classified  grow¬ 
ing  areas  to  coded  growing  area  tracts 
should  be  based  on  the  following  con¬ 
siderations: 

(1)  Each  tract  should  be  of  a  size  nor¬ 
mally  covered  by  a  harvester  during  one 
day’s  (H>eration;  and 

(2)  The  boimdaries  of  the  tracts 
should  be  based  on  geogrEq>hic  configura¬ 
tions,  watersheds,  and  political  bound¬ 
aries.  where  ai^roprlate.  The  boundaries 
of  all  coded  growing  area  tracts  shall  be 
so  charted  as  to  be  readily  Identified  by 
harvesters  and  State  ^ellfish  control  au¬ 
thority  officials. 

(d)  An  identification  code  shall  be 
assigned  to  each  coded  growing  area 
tract,  which  shall  consist  of  the  standard 
postal  two  letter  State  abbrevlaticm  fcM* 
the  State  in  which  the  area  is  located, 
and  a  three  digit  number,  in  sequence 
starting  with  001,  signifying  the  particu¬ 
lar  coded  growing  area  tract. 

(e)  Each  State  shall  record,  on  a  set 
of  n.S.  Department  Commerce  Na¬ 
tional  Oceanic  and  Atmospheric  Admin¬ 
istration  (NOAA)  1200  series  coast 
charts,  or  other  similar  sets  of  charts 
when  NOAA  1200  series  are  not  appro¬ 
priate  due  to  scale  or  nonavailability,  all 
State  classified  growing  areas  and  coded 
grovdng  area  tracts. 

(f)  The  State  shellfish  control  author¬ 
ity  shall  submit  as  part  of  the  CSSCP  a 
legal  descriptlcm  of  all  classified  shell¬ 
fish  growing  areas.  The  area  descriptions 
shall  be  worded  to  permit  the  informa¬ 
tion  to  be  transferred  to  U.S.  Depart¬ 
ment  of  Commerce  National  Oceanic  and 
Atmospheric  Administration  (NOAA) 
1200  series  coast  charts  or  other  similar 
sets  of  charts  to  be  designated  by  the 
State,  when  the  NOAA  1200  series  are 
not  approiHdate  due  to  scale  or  nonavail¬ 
ability.  The  CSSCP  shall  also  Identify 
the  coded  growing  area  tract  to  which 
each  claissified  growing  area  has  been 
assigned. 


§  951.28  Control  of  areas  due  to  marine 
biotoxins. 

(a)  Shellfish  shall  be  routinely  col¬ 
lected  and  assayed  for  the  presence  of 
biotoxins  during  the  harvesting  season 
at  stations  where  shellfish  are  likely  to 
be  affected  by  marine  biotoxins.  The 
samples  should  be  taken  from  stations 
where  toxins  are  likely  to  occur  first;  in¬ 
digenous  shellfish  species  known  to  con¬ 
centrate  the  toxins  most  rapidly  should 
be  used. 

(b)  Shellfish  harvesting  shall  be  pro¬ 
hibited  in  the  area  when  the  concentra¬ 
tion  of  paralytic  shellfish  poison  in  rep¬ 
resentative  shellfish  samples  equals  or 
exceeds  80  micrograms  per  100  grams  of 
edible  portion  of  raw  shellfish,  or  when 
toxin  from  the  dinofiagellate,*  Gymno- 
dinium  breve,  can  be  detected  in  100- 
gram  portions  of  edible  shellfish  meats. 
The  occurence  of  paralytlcsd  shellfish 
poison  is  generally  associated  with  large 
numbers  of  dinofiagellate  species  Gony- 
aiilax  cateneUa,  G.  tamarensis,  in  the 
water  and  shellfish.  The  prohibition  shall 
remain  in  effect  imtil  such  time  as  the 
State  shellfish  ccmtrol  authority  has  de¬ 
termined  the  poison  content  of  the  shell¬ 
fish  involved  is  below  the  prohibition 
level. 

(c)  When  thermal  processing  shell¬ 
fish  with  elevated  levels  of  toxin  is  prac¬ 
ticed,  the  State  shellfish  control  author¬ 
ity  shall  develop  jointly  with  the  Food 
and  Drug  Administration  control  pro¬ 
cedures  that  should  Include,  but  not  be 
limited  to,  the  following: 

(1)  Raw  product  toxicity  limits  for 
processing. 

(2)  Ccmtrols  for  harvesting  and  trans¬ 
portation  to  the  processing  plant. 

(3)  End-prodiict  controls  on  the  proc¬ 
essed  shellfish. 

§  951.29  Growing  area  control  measures. 

(a)  Each  State  shall  be  responsible  for 
preventing  the  illegal  harvesting,  pos¬ 
session,  transportation,  and  direct  sale  of 
shellfish.  TTiis  shall  be  accomplished 
through: 

(1)  The  adoption  of  adequate  laws, 
rules,  and  regulations  defining  illegal 
harvesting  and  the  sactions  against  il¬ 
legal  harvesting.  The  CSSCP  shall  state 
the  legal  authority  of  the  State  shellfish 
ctmtrcd  authority  and  provide  a  copy  of 
any  codes,  rules,  and  regulations  that 
have  been  promulgated  to  control  illegal 
harvesting  ot  shellfish.  The  CSSCP  shall 
define  conditions  of  Ulee^  harvesting 
and  the  pensdtles  associated  with  each 
violation. 

(2)  Hie  adequate  enforcement  of  these 
laws,  rules,  and  regulations  and  adequate 
prosecution  of  violators  in  the  State 
courts. 

(3)  The  assignment  of  suffici»it  man¬ 
power,  equipment,  and  other  resources 
necessary  for  the  impropriate  patrol  au¬ 
thority  to  patrol  areas  adequately  and 
apprehend  violators.  Equipment,  budget, 
and  personnel  requirements  necessary 
for  adequate  administration  and  control 
of  Illegal  harvesting  shall  be  provided 
in  the  CSSCT. 
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(4)  Hie  patrolling  of  growing  areas, 
giving  adequate  consideration  to  the  type 
of  individual  that  might  harvest  Ulegsdly, 
and  the  need  for  night,  weekend,  and 
holiday  patrols. 

(b)  Procedures  for  the  conduct  of  re¬ 
source  surveys  in  restricted  and  prohib¬ 
ited  areas  shall  be  provided  in  the 
CSSCP.  Resource  information  shall  be 
port  commercial  harvesting:  and 

(1)  If  the  shellfish  resource  can  sup¬ 
port  commercial  harvesting:  and 

(2)  The  type  of  equipment  needed  to 
harvest  the  ^ellflsh  which  could  indi¬ 
cate  the  method  that  harvesters  might 
illegally  use  in  the  prohibited  area. 

(c)  If  the  State  shellfish  control  au¬ 
thority  shows  through  a  resource  survey 
that  a  restricted  or  prohibited  area  has 
no  shellfish  resources,  the  area  need  not 
be  patrolled.  In  such  areas,  the  State 
shall  reappraise  the  resource  potential 
and  prepare  a  reappraisal  report  at  least 
every  2  years.  The  comprehensiveness  of 
the  reappraisal  survey  shall  be  specified 
in  the  CSSCP. 

(d)  A  State  shellfish  control  authority 
may  delegate  responsibility  for  portions 
of  the  control  program  to  local  agencies. 
However,  delegation  of  authority  to  locsd 
agencies  does  not  absolve  the  State  shell¬ 
fish  control  authority  frmn  the  obliga¬ 
tion  of  providing  information  on  effec¬ 
tiveness  and  completeness  of  these  oper- 
tions.  When  two  or  more  State  and/or 
local  agencies  are  Involved  in  patrol  of 
shellfish  growing  areas,  a  memorandum 
of  imderstanding  shall  be  pr^>ared  to 
define  responsibility  for  adequate  regula¬ 
tion  and  maintenance  of  necessary  rec¬ 
ords  and  included  in  the  CSSCP. 

(e)  Each  State  shellfish  control  au¬ 
thority  shall  develop  a  plan  for  the  pre¬ 
vention  and/or  regulation  of  harvesting 
from  prohibited  and  restricted  areas  as 
part  of  the  CSSCP.  The  plan  should  in¬ 
clude  at  least  the  following  items: 

(1)  References  to  applicable  State  laws 
and  regulations. 

(2)  An  inventory  of  available  resources 
to  be  used  in  the  control  of  shellfish 
harvesting  from  restricted  and  prohib¬ 
ited  areas. 

(3)  Methods  of  identification  and 
marking  of  restricted  and  prohibited 
areas. 

(4)  Location  of  a  central  file  of  charts 
required  by  §  951.27(e)  showing  all  re¬ 
stricted  and  prohibited  areas  and  legal 
written  descriptions  of  each  restricted 
and  prohibited  area. 

(5)  Procedures  lor  regxUating  the  har¬ 
vest  of  shellfish  from  restricted  and  pro¬ 
hibited  areas  which  will  ensure  that 
these  shellfish  are  not  diverted  to  other 
distribution  channels. 

(6)  Listing  of  areas  to  be  patrolled 
and  Identification  of  specific  problem 
areas. 

(7)  A  determination  of  the  frequency 
of  patrol  and  the  type  of  patrol  that  will 
be  used  In  each  prohibited  and  restricted 
area  with  due  consideration  being  given 
to  night,  weekend,  and  holiday  patrols; 
quantity  of  shdlfish  available  in  an  area; 
and  the  potential  threat  to  public  health. 


(8)  A  listing  of  all  records  on  patrols, 
apprehension  of  violators,  and  disposi¬ 
tions  of  court  cases  that  will  be  main¬ 
tained. 

(9)  Public  education  measures  to  in¬ 
form  recreational  harvesters  of  safe 
areas  to  gather  shellfish. 

(f)  The  growing  area  control  plan 
shall  be  updated,  when  necessary,  and 
reviewed  annually  f6r  adequacy  by  re¬ 
sponsible  State  authorities  and  the  Food 
and  Drug  Administration. 

(g)  A  central  file  shall  be  maintained 
in  the  appropriate  State  agency  contain¬ 
ing  complete  records  of  all  patrol  activi¬ 
ties  (both  State  and  local),  violations, 
and  court  actions.  The  State  patrol 
agency  shall  provide  the  Pood  and  Drug 
Administration  with  a  quarterly  sum¬ 
mary  of  patrol  activities,  arrests,  and 
prosecutions. 

PART  952— CURRENT  GOOD  MANUFAC¬ 
TURING  AND  OTHER  REQUIRED  PRAC¬ 
TICES— NSSP 

Subpart  A — General  Provisions 

Sec. 

952.1  General  requirements. 

952.2  Boat  and  truck  construction  and 

maintenance. 

952.3  Disposal  of  body  wastes. 

952.4  Shell  stock  handling. 

952.5  Relaying  of  shellfish. 

952.6  Shellfish  depuration. 

Subpart  B — Shellfish  Processing 

952.50  Applicability. 

952.51  Plants  and  grounds. 

952.52  Floors,  walls,  and  ceilings. 

952.53  Separation  of  processing  systems. 

952.54  Freezers  or  cold  storage  compart¬ 

ments. 

952.55  Air  filters. 

952.56  Shucking  blocks. 

952.57  Shucking  benches. 

952.58  Shucking  equipment  and  utensils. 

952.59  Water  and  sewage  facilities. 

952.60  Personnel  sanitation  procedures. 
052.61  Dressing  areas  and  lockers. 

952.62  General  sanitation  requirements. 

652.63  Utensil  sanitation  requirements. 

952.64  Sanitation  of  shucking  benches  and 

blocks,  utensils,  and  other  food- 
contact  surfaces. 

952.65  Container  sanitation. 

652.66  Shell  removal. 

652.67  Poisonous  or  dangerous  cleaning 

compounds,  sanitizing  agents,  and 
pesticide  chemicals. 

952.68  Storage  of  equipment. 

952.69  Storage  of  packaging  or  wrapping 

material. 

052.70  Handling  and  storage  of  shell  stock. 

952.71  Shucking  of  shell  stock. 

952.72  Processes  and  controls  for  raw  ma¬ 

terials  and  packaging  materials. 

952.73  Packing  of  shucked  shellfish. 

652.74  Repacking  of  shucked  shellfish. 

952.76  Refrigeration  of  shucked  shellfish. 

652.76  Freezing  of  shucked  shellfish. 

Subpart  C — Labeling  and  Records 

652.80  Shell  stock  Identification. 

952.81  Records  of  harvesters  and  shell  stock 

processors.  _ 

952.82  Identification  of  shucked  shellfish. 

952.83  Records  of  processors. 

AiTTHORmr:  Secs.  402,  403,  701  (a).  Pub, 
L.  717,  62  Stat.  1046-1048,  1055,  as  amended 
(21  UJS.C.  S42,  343,  871(s));  aecs.  SOI,  308, 
311,  361,  Pub.  L.  410,  68  Stat.  691,  663,  703, 
74  Stat.  364,  as  amended  (42  n.S.C.  241,  242f, 
243,264). 


Subpart  A — (Seneral  Provisions 

§  952.1  General  requirements. 

Persons  handling  shellfish  shall  be  sub¬ 
ject  to  the  criteria  in  Part  128  of  this 
chapter  in  determining  whether  the  fa¬ 
cilities,  methods,  practices,  and  controls 
for  the  processing,  packing,  or  holding  of 
shellfish  are  in  conformance  with,  and 
are  operated  or  administered,  in  con¬ 
formity  with  good  manufacturing  prac¬ 
tice  to  produce,  under  sanitary  condi¬ 
tions,  food  for  human  consumption.  The 
criteria  in  this  part  set  forth  additional 
requirements  for  the  shucking,  packing, 
repacking,  and  holding  of  shellfish. 

§  952.2  Boat  and  truck  con8tructiun  and 
maintenance. 

All  boats  used  in  tonging,  dredging,  or 
transportation  of  shellfish.  Including 
“buy”  boats  and  all  trucks  used  for  haul¬ 
ing  shell  stock,  shall  be  so  constructed, 
operated,  and  maintained  by  the  harves¬ 
ter  and/or  shipper  as  to  prevent  con¬ 
tamination  or  decomposition  of  the  shell¬ 
fish.  This  may  be  accomplished  by  the 
harvester  and/or  shipper  in  the  follow¬ 
ing  manner: 

(a)  Constructing  and  locating  decks 
and/or  storage  bins  of  boats  so  as  to  pre¬ 
vent  bilge  water  and  polluted  overboard 
water  from  coming  into  contact  with  the 
shellfish. 

(b)  Using  removable  false  bottoms  in 
all  small  craft,  including  rowboats,  skiffs, 
and  power  boats,  for  the  transport  of 
shell  stock. 

(c)  Locating  bilge  pumps  so  that 
pumpage  will  not  contaminate  shellfish. 

(d)  Keeping  boat  decks  and  storage 
bins  clean  with  water  from  a  safe  and 
adequate  source. 

(e)  Thoroughly  cleaning  those  portions 
of  boats  or  trucks  (decks,  storage  bins, 
fioorbeds,  etc.)  and  all  other  equipment 
(shovels,  wheelbarrows,  rakes,  etc.)  in 
contact  with  shell  stock  during  handling 
or  transport  from  polluted  areas  for  re¬ 
laying  before  they  are  used  for  the  trans¬ 
port  or  handling  of  shellfish  from  ap¬ 
proved  growing  areas. 

(f)  Constructing  and  keeping  trucks 
used  for  the  transport  of  shell  stock  clean 
so  as  to  protect  the  shellfish  from  con¬ 
tamination. 

§  952.3  Disposal  of  body  wastes. 

Discharge  of  body  wastes  from  a  har¬ 
vesting  boat  shall  conform  to  the  re¬ 
quirements  of  the  marine  sanitation  de- 
tdces  regulations  (33  CFR  Part  159)  es¬ 
tablished  by  the  Commandant  of  the  n.S. 
Coast  Guard  and  other  requirements  as 
may  be  established  by  the  State  shell¬ 
fish  control  authority. 

§  952.4  Shell  stock  handling. 

(a)  Shell  stock  shall  be  protected  from 
contamination  and  decomposition  from 
time  of  harvesting  until  delivery  to  a  cer¬ 
tified  shellfish  dealer  or  to  the  consumer. 
This  may  be  accomplished  by: 

(1)  Washing  the  shell  stock  to  remove 
bottom  sediments  and  mud,  when  appli¬ 
cable,  as  soon  after  harvesting  as  is  prac¬ 
ticable.  Water  used  for  shell  stock  wash¬ 
ing  should  be  obtained  from  an  approved 
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growlngr  area,  or  from  a  safe  and  ade¬ 
quate  source. 

(2)  Ensuring  that  shell  stock  in  bulk, 
or  in  containers,  is  not  held  or  stored  in 
an  overheated  environment. 

(3)  Prompt  delivery  or  by  placing  shell 
stock  imder  refrigeration. 

(4)  Using  containers  (sacks,  baskets, 
or  boxes,  etc.)  for  storage  of  shell  stock 
made  from  durable,  safe,  material  and 
kept  clean. 

(b)  Shell  stock  in  wet  storage  facilities 
shall  at  all  times  be  protected  against 
microbiological,  chemical,  and  radiologi¬ 
cal  contamination. 

(c)  Shell  stock  in  dry  storage  shall  be 
protected  against  contamination  and 
shall  be  stored  so  as  to  permit  drainage 
away  from  the  shell  stock  pile. 

§  952.5  Relaying  of  shellfish. 

With  approval  of  the  State  shellfish 
control  authority,  shellfish  may  be  re¬ 
layed  from  restricted  and  prohibited 
areas  to  approved  areas  subject  to  the 
following: 

(a)  All  phases  of  the  operation  shall 
be  under  the  immediate  supervision 
of  responsible  State  shellfish  control 
authorities. 

(b)  Relayed  shellfish  shall  not  be 
harvested  imtil  the  shellfish  have 
cleansed  thnnselves  of  hazardous  levels 
of  contaminants  through  natural  pmifi- 
cation.  The  length  of  time  between  re¬ 
laying  and  harvesting  will  be  affected  by 
the  following,  and  other  factors: 

(1)  The  quality  of  water  from  which 
the  shellfish  were  harvested  for  relaying, 

(2)  The  water  quality  in  the  relaying 
area, 

(3)  The  metabolic  functions  of  the 
shellfish  in  their  new  environment,  and 

(4)  The  designated  use  of  the  shell¬ 
fish  after  relaying,  i.e.,  direct  marketing, 
depuration,  or  thermal  processing. 

§  952.6  Shellfish  depuration. 

Persons  engaged  in  the  depuration  of 
shellfish  shall  operate  their  depuration 
facilities  in  such  a  manner  as  effectively 
to  remove  contaminants  from  the  shell 
stock  and  prevent  recontamination.  This 
may  be  accomplished  by: 

(a)  Locating  the  depuration  facility 
on  or  near  a  source  of  process  water  of 
adequate  quantity  and  quality. 

(b)  Separating  the  following  opera¬ 
tions  by  partitions,  enclosed  systems,  or 
other  effective  means: 

(1)  Receiving  and  unloading  of  con¬ 
taminated  shellfish. 

(2)  Contaminated  shellfish  storage 
and  culling  area. 

(3)  Depuration  and  culling  of  depu¬ 
rated  shellfish. 

(4)  Storage  and  packaging  of  depu¬ 
rated  shellfish. 

(5)  Shipping. 

(6)  Laboratory  facilities. 

(c)  Obtaining  shellfish  for  depuration 
from  an  approved,  conditionally  ap¬ 
proved,  or  a  restrict^  growing  area,  and 
determining  that  the  shellfish  are  not  so 
contaminated  with  fecal  material,  radio¬ 
logical  and  chemical  materials,  and 
shellfish  toxins  that  the  shellfish  might 
be  unsafe  for  hiunan  consumption  after 
depuration. 


(d)  Maintaining  shell  stock  storage 
areas  so  as  to  prevent  the  pre-  and  post- 
depurated  product  from  being  subjected 
to  contamination. 

(e)  Monitoring  the  flow  and  quality  of 
the  process  water.  The  process  water 
should  be  of  such  physical  and  chemical 
properties  to  be  favorable  for  the  maxi¬ 
mum  physiological  activity  of  the  shell¬ 
fish  species  being  depiutited. 

(f)  Maintaining  process  water  sys¬ 
tems,  where  applicable,  so  as  to  prevent 
the  pre-  and  post-depurated  shell  stock 
from  being  subjected  to  contamination. 

Subpart  B — Shellfish  Processing 
§  952.50  Applicability. 

Persons  engaged  in  processing  shellfish 
for  distribution  as  fresh  shucked  or 
frozen  shucked  shellfish  shall  comply 
with  the  requirements  of  this  subpart. 

§  952.51  PlanUi  and  grounds. 

Plants  shall  be  designed  and  located  so 
that  they  are  not  normally  flooded  by 
high  tides.  If  plant  floors  become  flooded, 
processing  shall  be  discontinued  until 
after  the  waters  have  receded  and  the 
affected  areas  have  been  cleaned  and 
sanitized,  as  necessary. 

§  952.52  Floors,  walls,  and  ceilings. 

Floors,  walls,  and  ceilings  shall  be  so 
constructed  and  maintained  as  to  pre¬ 
vent  contamination  of  shellfish  during 
holding  or  processing.  This  may  be  ac¬ 
complished  by  having  floor  surfaces  im¬ 
pervious  to  water  and  graded  to  drain 
and  walls  and  ceilings  smooth  so  as  to  be 
adequately  cleanable. 

§  952.53  Separation  of  processing  sys* 
terns. 

(a)  In  order  to  prevent  contamination 
of  shellfish  with  microorganisms,  chem¬ 
icals,  filth,  or  other  extraneous  material, 
the  following  operations  shall  be  sepa¬ 
rated  by  partitions,  enclosed  systems  or 
other  effective  means. 

(1)  Shucking. 

(2)  Packing  and  packaging. 

(b)  For  preventing  contamination  of 
shellfish  or  packaging  materials  with 
microoganisms,  chemicals,  filth  or  other 
extraneous  materials,  the  following  op- 
eratlons  should  be  separated  by  adequate 
spacing,  partitions,  or  other  effective 
means: 

(1)  Shell  stock  receiving. 

(2)  Shell  stock  washing. 

(3)  Shell  stock  storage. 

(4)  Finished  product  storage. 

(5)  Shipping. 

§  952.54  Freezers  or  cold  storage  com¬ 
partments. 

When  freezers  or  cold  storage  com¬ 
partments  are  used  for  storing  or  hold¬ 
ing  shell  stock  or  shucked  shellfish,  they 
shall  be  of  adequate  size  and  design  to 
provide  for  proper  separation  and  in¬ 
spection  of  the  materials  held  therein 
and  shall  be  fitted  with  proper  control 
devices  to  ensure  that  the  materials  are 
held  at  the  proper  temperatmes.  The 
centred  device  may  be  either  an  auto¬ 
matic  or  a  manual  system  and  may  use 
an  indicating  thermometer,  a  tempera¬ 
ture  measuring  device,  or  a  temperature 


recording  device.  The  device  should  be  so 
installed  as  to  show  accurately  the  tem¬ 
perature  within  the  compartment.  If  a 
manually  operated  mechanical  refriger¬ 
ation  system  is  used,  the  compartment 
should  be  fitted  with  an  automatic  alarm 
system  to  indicate  a  significant  temi>era- 
ture  change. 

§  952.55  Air  filters. 

Air  filters  shall  be  installed  on  all 
blower  air  pump  intakes.  Oil  bath  type 
filters  are  prohibited. 

§  952.56  Shucking  blocks. 

Shucking  blocks  shall  be  of  solid,  one- 
piece  construction  with  all  surfaces 
readily  accessible  for  cleaning.  Shucking 
blocks  shall  not  be  constructed  of  lead 
or  other  materials  that  are  not  safe. 

§  952.57  Shucking  benches. 

Tops  of  shucking  benches  and  con¬ 
tiguous  walls  extending  to  an  adequate 
height  above  the  bench  top  shall  be  of 
smooth  concrete,  or  other  durable,  safe, 
smooth  material,  which  will  not  readily 
crack  or  disintegrate,  and  constructed 
so  drainage  is  complete,  rapid,  and  di¬ 
rected  away  from  shell  stc^k  awaiting 
shucking. 

§  952.58  Shucking  equipment  and  uten¬ 
sils. 

All  pails,  shucking  knives,  colanders, 
skimmers,  paddles,  tables,  storage  con¬ 
tainers,  blowers,  and  other  equipment 
which  may  come  into  contact  with 
shucked  shellfish  shall  be  cmstructed 
of  corrosion-free,  safe,  smooth  mate¬ 
rial  which  will  not  readily  crack  or  dis¬ 
integrate.  Seams  shall  be  smoothly 
bonded  to  prevent  accumulation  of  shell¬ 
fish  material  and  other  debris.  All  food- 
contact  surfaces  shall  be  maintained  to 
prevent  product  contamination  and  shall 
be  made  of  safe  materials. 

§  952.59  Water  and  sewage  facilities. 

(a)  There  shall  be  no  back  flow  or 
cross  connection  between  potable  water 
systems  and  any  other  water  or  sewage 
systems.  Pipes  and  fittings  convesing 
potable  water  and  waste  pipes  from  any 
part  of  the  potable  water  system,  includ¬ 
ing  treatment  devices,  discharging  to  a 
drain  shall  be  installed  in  such  a  way 
that  back  flow  will  be  prevented. 

(b)  Plant  floor  wastes  shall  be  dis¬ 
charged  into  a  drainage  system.  Floor 
drains  and  any  other  pipes  or  drains  for 
waste  or  sewage  shall  be  installed  in  such 
a  way  that  waste  back  flow  will  be 
prevented. 

§  952.60  Personnel  sanitation  proce¬ 
dures. 

(a)  Management  shall  maintain  suffi¬ 
cient  control  to  ensure  that  employees 
handling  unprotected  food  or  packaging 
materials  wash  and  sanitize  their  hands 
before  starting  work,  after  each  absence 
from  post  of  duty,  and  when  their  hands 
may  have  become  soiled  or  contaminated. 

(b)  Readily  understandable  signs  di¬ 
recting  employees  handling  unprotected 
food,  unprotected  packaging  materials, 
or  food-contact  surfaces,  to  wash  and 
sanitize  their  hands  before  starting  work. 
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after  each  absence  from  post  of  duty,  and 
when  their  hands  may  have  becwne  soiled 
or  contaminated,  shall  be  conspicuously 
posted  in  the  processing  room(s)  and  in 
all  other  areas  where  employees  may 
handle  such  materials  and  surfaces. 

(c)  Adequate  and  readily  accessible 
hand  wadiing  and  sanitizing  facilities 
shall  be  provided  in  the  plant  for  em¬ 
ployees  who  may  handle  unprotected 
food,  unprotected  packaging  materials, 
and  food-contact  surfaces.  Such  facili¬ 
ties  shall  be  furnished  with  running  wa¬ 
ter  at  a  suitable  temperature  for  hand 
washing,  effective  hand  cleaning  and 
sanitizing  preparations,  sanitary  towel 
service  or  suitable  drying  devices,  and 
where  appropriate,  waste  receptacles, 
and  shoidd  be  equipped  with  water  con¬ 
trol  valves  so  desired  and  constructed 
as  to  prevent  recontamination  of  clean, 
sanitized  hands. 

(d)  When  msinual  handling  of  shucked 
shellfish  is  necessary,  ^ployees  shall 
wear  sanitized  waterproof  gloves  or  shall 
wash  and  sanitize  their  hands  immedi¬ 
ately  before  such  handling.  Finger  cots, 
gloves,  and/or  shields,  worn  by  shuckers, 
shft.li  washed  and  sanitized  whenever 
they  may  have  become  soiled  or  con¬ 
taminated.  Gloves,  finger  cots  or  shields 
made  of  an  absorbent  material  shall  not 
be  used. 

§  952.61  Dressing  areas  and  lockers. 

Employee  locker  rooms  shall  be  sep¬ 
arated  from  processing  and  storage 
areas,  and  shall  be  equipped  with  close- 
able  doors  that  are  kept  closed  at  all 
times  exc^t  when  personnel  are  passing 
through,  liie  rooms  shall  be  maintained 
in  a  clean  and  sanitary  condition  and, 
where  appropriate,  refuse  containers 
i^all  be  provided. 

§  952.62  General  sanitation  require¬ 
ments. 

All  equipment,  rooms,  and  buildings 
used  for  the  storing  or  processing  of 
shellfi-sh  shall  be  kept  clean. 

§  952.63  Utensil  sanitation  requirements. 

AH  utensils  used  in  processing  and 
equipment  with  food-contact  surfaces 
shall  be  culequately  cleaned  and  sanitized 
either  prior  to  use  or  at  the  end  of  the 
day’s  operation,  and  stored  so  as*  to  be 
protected  against  contamination.  Such 
utensils  end  equipment  shall  also  be 
cleaned  and  sanitized,  as  often  as  neces- 
eary,  during  the  operation. 

S  952.64  Sanitation  of  shucking  benches 
and  Uocks,  utensils,  and  other  food 
contact  surfaces. 

All  shucking  benches  and  blocks,  uten¬ 
sils.  and  other  food-contact  surfaces 
shall  be  cleaned  and  sanitized,  as  fre¬ 
quently  as  may  be  necessary  to  prevent 
the  introduction  of  undesirable  micro¬ 
biological  organisms  Into  the  shellfish 
product. 

S  952.65  Container  sanitation. 

Containers  used  to  convey  or  store 
shdlflsh  riiall  be  c<xuttructed  and  shall 
be  handled  in  a  way  ituA  jnwvents  con- 
tamlna^.on  of  the  ocmtents. 


§  952.66  Shell  removal. 

Shells  Rhftil  be  removed  fr(»n  the 
shucking  room  often  enough  to  prevent 
imdue  accumulation.  This  may  be  accom¬ 
plished  by  a  continuous  operation  using 
conveyors  or  chute  or  by  other  effective 
means. 

§  952.67  Poisonous  or  dangerous  clean¬ 
ing  compounds,  sanitizing  agents,  and 
pesticide  chemicals. 

Poisonous  or  dangerous  cleaning  com- 
poimds,  sanitizing  agents,  and  pesticide 
chemietds  shall  be  applied,  stored,  and 
held  in  such  a  manner  as  to  prevent  food 
or  packaging  material  contamination. 
These  materials  shall  be  used  only  in 
such  manner  and  imder  such  conditions 
as  will  be  safe  for  their  intended  use.  Use 
of  sanitizing  solutions  shall  comply  with 
the  requirements  of  S  121.2547  of  this 
chapter;  any  applicable  regulations  pro¬ 
mulgated  by  the  U.S.  Environmental  Pro¬ 
tection  Agency  for  the  iq>plication,  use, 
or  holding  of  such  materials  shall  be 
fcdlow'ed. 

§  952.68  Storage  of  equipment. 

Rooms  used  for  shell  stock  storage, 
shucking,  packing,  or  repacking  shall  not 
be  used  for  storage  of  equipment  tmless 
such  equipment  is  properly  Isolated  and 
essential  to  the  operation. 

§  952.69  Storage  of  packaging  or  wrap¬ 
ping  material. 

Packaging  or  wrapping  material  or 
other  processing  supplies  shall  be  stored 
in  such  a  manner  that  they  shall  not 
become  contaminated. 

§  952.70  Handling  and  storage  of  shell 
stock. 

(a)  Shell  stock  in  wet  storage  facilities 
shall  at  all  times  be  protected  against 
microbiological,  chemical,  radicdogical, 
and  any  other  contamination. 

(b)  Shell  stock  in  dry  storage  shall 
be  protected  against  contamination  and 
shall  be  stored  so  as  to  permit  drainage 

'away  from  the  shell  stock  pile.  To  pre¬ 
vent  decomposition,  shell  stock  shall  not 
be  stored  in  an  overheated  oivironment. 

(c)  All  shell  stock  upon  receipt  should 
be  reasonably  free  of  bottom  sediments. 
If  necessary,  shell  stock  should  be  washed 
so  as  to  be  reasonably  free  of  bottom 
sediments.  Water  for  shell  stock  washing 
shall  be  from  a  safe  source. 

§  952.71  bucking  of  shell  stock. 

(a)  Shell  stock  shall  be  shucked  in 
such  a  manner  that  they  are  not  subject 
to  contamination. 

(b)  Shucked  shellfish  should  be 
washed  with  potable  water  to  remove 
mud  and  shell  prior  to  packing. 

(c)  Only  wholesome  shell  stock  fit  for 
human  consumption  shall  be  shucked. 

(d)  Bluff  shall  not  be  returned  to 
shuckers. 

(e)  Shuckers  should  not  interchange 
between  shucking  and  packing  rooms. 
However,  if  such  Interchange  is  neces¬ 
sary,  suitable  protective  clothing  shall  be 
provided  and  shall  be  worn  by  the 
shucker  before  entering  the  packing 


room  to  prevent  contamination  of  the 
product. 

(f)  Shucked  shellfish  should  be  deliv¬ 
ered  to  the  packing  room  prior  to  shuck¬ 
ers  taking  an  extended  break  from  their 
work  stations. 

§  952.72  Processeti  and  controls  for  raw 
niateriala  and  packaging  materials. 

(a)  Appropriate  procedures  shall  be 
employed  by  the  processor  to  assure  that 
incoming  shellfish  are  wholesome  and  fit 
for  food,  that  packaging  materials  are 
safe  and  suitable,  that  water  utilized  is 
from  a  safe  source,  and  that  shellfish  and 
packaging  materials  are  otherwise  in 
compliance  with  current  Food  and  Drug 
Administration  regulations  pertaining  to 
microbial,  chemical,  and  other  adultera¬ 
tion,  with  applicable  State  or  local  re¬ 
quirements,  and  with  any  applicable  U.S. 
Ehivironmental  Protection  Agency  regu¬ 
lations  pertaining  to  pesticide  chemical 
residues. 

(b)  Only  shell  stock  harvested  from  an 
approved  growing  area  or  subjected  to 
an  acceptable  purification  process  shall 
be  shucked.  The  source  of  shell  stock 
shall  be  in  accordance  with  S  952.80. 

§  952.73  Packing  of  shucked  shellfisli. 

Shucked  shellfish  shall  be  packed  and 
shipped  in  clean,  properly  identified 
containers  made  of  Impervious  material. 

§  952.78  Repacking  of  shucked  sliellfish. 

(a)  Shucked  shellfish  for  repacking 
shall  be  handled  and  processed  in  such  a 
manner  as  to  protect  against  contamina¬ 
tion,  deterioration,  and  loss  of  identifica¬ 
tion  of  the  product’s  original  source. 

(b)  Identity  of  each  lot  of  shellfish 
shall  be  maintained  throughout  the 
repacking  operations. 

(c)  If  shellfish  for  repacking  are 
washed,  the  process  shall  be  carried  out 
in  such  a  manner  as  to  prevent  product 
contamination.  Shellfish  should  be 
repacked  without  additional  blowing. 

§  952.75  Refrigeration  of  sliucked  Bhell- 
fish. 

Shucked  shellfish  shall  be  adequately 
cooled  promptly  after  shucking  to  pre¬ 
vent  product  deterioration.  Shu^ed 
shellfish  should  be  cooled  to  an  internal 
temperature  of  45*.  or  less,  within  2  hours 
after  the  product  is  delivered  to  the  pack¬ 
ing  room  and  maintained  at  an  internal 
temperatiuo  of  45*  F,  or  less,  at  all  times 
thereafter.  Refrigeration  of  shucked 
shellfish  may  also  be  accomplished  by 
stcuing  in  bins  and  completely  covering 
the  containers  with  wet  ice.  The  ice  shall 
be  clean  and  frenn  a  sanitary  source. 

§  952.76  Freezing  of  shucked  sheniish. 

Shucked  shellfish  which  are  to  be  pre¬ 
served  by  freezing  shall  be  frozen  as 
quickly  as  practicable.  A  temperature  of 
0*  F.  or  less,  should  be  maintained  in  the 
frozen  storage  facilities. 

Subpart  C — Labeling  and  Records 
§  952.80  Shell  stock  identificatkm. 

(a)  Each  lot  of  shell  stock,  either  bulk 
or  containerized,  shall  have  a  tag  or  label 
made  of  substantial  waterproof  stock  of 
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sufficient  size  to  allow  for  the  following 
information,  which  shall  be  legibly 
recorded: 

( 1 )  The  growing  area  tract  code  issued 
pursuant  to  §951.27  of  this  chapter. 

(2)  Name  of  the  harvester  and  his 
identification  number  or  the  name  of  the 
processor  and  his  interstate  certification 
number,  issued  pursuant  to  §  951.5  of 
this  chapter. 

(3)  The  common  name  and  quantity 
of  the  shellfish  in  the  lot. 

(4)  A  mark  that  identifies  Uie  date  of 
harvest. 

(b)  The  tag  or  label  shall  be  securely 
fastened  to  each  container,  or  in  the  case 
of  bulk  shell  stock  shipments  shall  be 
attached  to  the  bill  of  lading  or  bill  of 
sale. 

(c)  If  a  bulk  lot  of  shell  stock  is  split 
and  delivered  to  more  than  one  consig¬ 
nee,  or  if  a  containerized  lot  of  shellfish 
is  split,  a  separate  tag  or  label  shall  ac¬ 
company  each  portion  and  carry  the  in¬ 
formation  required  by  paragraph  (a)  of 
this  section. 

(d)  Each  lot  shall  consist  of  shell  stock 
from  only  one  coded  growing  area  tract. 

§  952.81  Records  of  harvesters  and  shell 
stock  processors. 

(a)  Each  harvester  and  shell  stock 
processor  shall  maintain  records  show¬ 
ing,  for  each  lot  of  shellfish: 

(1)  The  original  coded  growing  area 
tract  from  which  the  shellfish  were  har¬ 
vested. 


(2>  Common  name  and  quantity  of 
shellfish  purchased  or  harvested, 

(3)  Date‘of  harvest, 

(4)  Date  of  purchase,  if  applicable, 

(5)  Identification  number (s)  of  Uie 
harvester  (s), 

(6)  All  sales  specified  by  common 
name  and  quantity  of  shellfish, 

(7)  Date  each  individual  sale  is  made, 
and 

(8)  Name  and  address  or  identifica¬ 
tion  number  of  purchasers,  except  for  re¬ 
tail  sales. 

(b)  These  records  shall  be  maintained 
for  a  period  of  at  least  1  year. 

§  952.82  Identification  of  shucked  shell¬ 
fish. 

Each  shucker-packer  and  repacker  of 
shellfish  shall  legibly  and  permanently 
mark  each  package  of  shellfish  with  his 
interstate  certification  number  issued 
pursuant  to  §  951.5  of  this  chapter,  his 
name  and  address,  and  a  marking  that 
allows  the  identification  of  the  records 
required  by  §  952.83  for  the  shellfish  in 
that  package.  None  of  this  labeling  shall 
be  placed  on  any  lid  or  cover,  unless 
such  lid  or  cover  is  permanently  affixed 
to  the  container. 

0  952.83  Records  of  processors. 

(a)  Complete  and  accurate  records 
shall  be  kept  by  each  shucker-packer  and 
repacker  of  shellfish  for  distribution  as 
fresh  or  frozen  for  each  lot  of  shellfish 
processed,  as  follows: 
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(1)  Name  and  address  of  person  or 
firm  from  whom  the  shell  stock  was  re¬ 
ceived,  harvest  area,  and  date  of  receipt 
by  the  processor, 

(2)  For  shucked  shellfish,  date  of 
shucking  and  coded  growing  area  tract. 

(3)  Type  of  processing,  e.g.,  shucking- 
packing  or  repacking,  and  date. 

(4)  When  the  processing  performed 
consists  of  repacking,  the  records  shall 
also  include  the  name  and  address  of  the 
original  shucker-packer  and  date  of 
shucking. 

(5)  Name  and  address  of  person(s)  or 
firm(s)  to  whom  the  shellfish  were  sold 
and  date  of  shipment,  except  for  retail 
sales. 

(b)  These  records  shall  be  retained  for 
a  period  of  at  least  1  year. 

Interested  persons  may,  on  or  before 
October  17,  1975,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Received  comments  may  be  seen  In  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday, 

Dated:  Jxme  11, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
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